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It is most appropriate that Volume 8 
of the JourRNAL close with the address 
which Charles Wesley Dunn made be- 
fore the American Pharmaceutical 
Manufacturers’ Association’s midyear 
meeting in New York on December 7. 
Mr. Dunn there discussed what he 
terms “the most important legislative 
development to the food, drug and 
industries during the past 
factory- 


cosmetic 
year”’—amendment of — the 
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inspection law in the Federal Food, 
Drug, and Cosmetic Act. 

Mr. Dunn, general counsel of the 
association, is known to readers of the 
JouRNAL as chairman of its editorial 
advisory board. His notable career in 
food and drug law has been reviewed 
so many times in these pages and else- 
where as to be familiar to all concerned 
with that field 





In the Food and Drug 


Monthly Report Issued November 
18, 1953.—Reporting its monthly sum- 
mary of federal court actions, the Food 
and Drug Administration, Department 
of Health, Education, and Welfare, 
stated that 137 seizures, 25 criminal 
prosecutions and one temporary imjunc- 
tion case were terminated in October 

One hundred and one food shipments 
were seized on charges that they were 
in violation of the Federal Food, Drug, 
and Cosmetic Act. Included were nearly 
68,000 pounds of green coffee contami- 
nated by lead ore concentrate in a 
ship’s hold, and more than 684,000 
pounds of food that was filthy or de- 
composed, Only eight seizures involved 
products that were short in weight or 
cheapened by added water or other 
inferior “stretchers,” FDA said. With 
a smaller enforcement staff this year, 
it explained, major regulatory attention 
is being given to dangerous products 
and to items the consumer would not 
purchase if he knew that they had been 
produced or under conditions 
that would lead to contamination 


st« rred 


Thirty-five shipments of drugs and 
devices were seized because they were 
substandard or labeled with misleading 
curative claims. Included in the latter 
group were several consignments of a 


Administration 


and mineral preparation pro- 
moted by tabloid circulars containing 
unjustified claims that the product 
would check deafness. More than 55,000 
of these 12-page circulars, entitled 
Health and Nutrition News, were con- 
hscated by the United States marshal 
in one of the seizures, along with 635 
bottles of the tablets. 


vitamin 


Another seizure, based on charges ot 
misleading curative claims involved 
ozone devices misbranded by a booklet 
entitled Ozone—God's Gift to Humanity 
It misrepresented the device as an ade 
quate treatment for many serious dis- 
eases, including tuberculosis, pernicious 
anemia, respiratory diseases and arthritis 

A bowl cleaner, not adequately labeled 
as a poison, was seized tor violation of 
the Caustic Poison Act. 


Public Hearing on Dietary Food La- 
beling Regulations.—A public hearing 
on a proposal to amend the FDA die 
tary food labeling regulations so as to 
require label declaration of sodium = m 
low-sodium foods on the basis of then 
sodium: content in milligrams of sodium 
per 100 grams (roughly, one small ser 
ing) of the food was held by the Food 
and Drug Administration on December 
15, 1953, at the Health, Education, and 
Welfare Building, Washington, Do C 
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Food Drug-Cosmetic Law 
Gowdiwee 
Legalization of Drug Standards 


Under State Laws 
in the United States of America 


By GLENN SONNEDECKER and GEORGE URDANG 








Laws That Began to Put an ‘‘Official’’ Stamp on Pharmacopoeial 
Drug Standards Had a Fuller Development Than Was Often Sup- 
posed by Those Looking in Retrospect at the Pattern for Legal 
Standards Inaugurated by the 1906 Federal Food and Drugs Act 


HE first Pharmacopoeia of the United States expressed in 1820 the 
far-reaching aspirations of a minority, not a grass-roots movement 
for standardizing the supply of drugs. Its effect in subsequent decades 
remained persuasive rather than legal. .\s late as 1876 the physician 
pharmacist, E. R. Squibb, could counter an argument for “one legal 
Pharmacopoeia” with the reply that he “would not take away the right 


from anybody to make a Pharmacopoeia. This is a tree country 


In nineteenth-century \merican legislation that began to put an 
“official” stamp on pharmacopoeial drug standards, we can discern the 
effect of a cross-current of social attitudes, between humanitarian con 

Acknowledgment The authors appreciated receiving a number ot 
helpful references from W. A. Queen, Chief of the Division of State 
Cooperation, Food and Drug Administration, trom Miss Thelma Lee 
Caylor of his othee, and from several students in their course (1952-1953) 
on the history of pharmacopoetas, at the University otf Wisconsn 
School of Pharmacy 


'E. R. Squibb, in 24 Proceedings, Ameri- 
can Pharmaceutical Association 646 (1876) 
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cerns and the importance of unfettered enterprise. There were com- 
manding reasons why such legislation had a fuller development than 
was often supposed by those who look in retrospect at the pattern for 
legal drug standards dramatically inaugurated by the 1906 federal 
food and drugs Act. As Charles Wesley Dunn once pointed out, food 
and drug legislation “matured in the states, and it finally reached its 


modern climax in our national law.” 


Scientific-Social Basis 


This maturing of legalized drug standards in the United States 
drew nourishment from changing social circumstances and, ultimately, 
from scientific developments that underlie modern pharmacy. The 
scientific foundation awaited, on the one hand, the refinement of 
microscopy for examining vegetable drugs and, on the other, the 
emergence of analytical methods for assessing medicinal chemicals. 


While antique pharmacomedical treatises dealt as best they could 
with the problem of drug adulteration, going back at least to the Greek 
Dioscorides (first century A. D.), it was not until the late eighteenth 
century that science pushed aside the primitive, primarily sensual, tests 
for the identity and quality of drugs. When the compound microscope 
appeared (circa 1590-1621), men quickly perceived its potentialities, 
but their realization demanded another two centuries of effort. Par 
ticularly needed were a good system of illumination (eighteenth cen 


tury) and achromatic lenses (early nineteenth century). The last 
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the Chair in History at the Univer- 
sity of Wisconsin School of Pharmacy 


5 I 
* Abbott P. Usher, ‘“‘The Development of Journal of Pharmaceutical Education, 
the Microscope and Its Application to Medi- p. 319 and following (1951) 
cine and Public Health,”’ 15 American 
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a 
half of the erghteenth and early nineteenth century likewise ushered 
in modern analytical chemistry, which received a vigorous stimulus 
from a long line of European pharmacist-chemists.” and a notable 


systematization from Fresenius in the 1840's. 


The impact upon official drug standards was foreshadowed by the 
Wirttemberg Pharmacopoeia, which introduced some chemical tests in 
1771. It became explicit 28 years later in the official pharmacopoeia 
of Prussia, in which chemical tests played a prominent role. Signifi 


cantly, this book represents the first pharmacopoeia in Germany pre 


pared primarily by pharmacists, most notably by M. H. Klaproth, whe 


is usually considered the greatest analytic chemist of his time 


In the United States these developments were first) mirrored 
dimly in the second revision of the United States Pharmacopoeia. Then, 
ml S PP. I7 (1882), the first prepared primarily by pharmacists, 
monographs became studded with detailed chemical tests, including 


assays for alkaloids. 


We dare not suppose that American legislators were well aware of 
the social utility of this scientific development, much less impressed by 
it. But there were men and organizations that could sharpen this 


awareness. 


A German chemist and pharmacist named Frederick Accum was 
one of the first to make this his main work. Five years after setting 
up a laboratory, in London, which attracted a number of American 
students, Accum began a series of articles in Nicholson's Journal on 

* The pharmaceutically interested reader Urdang, History of Pharmacy (Phila- 


will tind these men and their work men- delphia, 1951). pp. 463-468 
tioned in Edward Kremers and George 
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detecting the adulteration of drugs. Then came his famous 7reatise 
on Adulterations of Food (1820), which made the Biblical reference to 
“death in the pot” a dramatic symbol of the consumer’s plight. An 
American edition of the book appeared promptly, followed three years 
later (1823) by the Lectures on Food Adulteration of a Philadelphia 
apothecary-chemist, James Cutbush. In 1846 a chemist at Rutgers 
College, Lewis C. Beck, published his -Idulterations of Various Sub- 
stances Used in Medicine and the Arts with the Means of Detecting Them, 
which a reviewer in the American Journal of Pharmacy considered the 
“first. professed treatise on adulteration [of drugs] in the United 
States.” * At this time, in Europe, a number of books were appear 
ing on the chemistry of detecting the adulteration of foods and drugs, 
with German and French pharmacists contributing significantly to the 
literature. 

In the first half of the nineteenth century, likewise, the Phiiadel 
phia and New York Colleges of Pharmacy, the first local associations 
with schools in the United States, made knowledge about, and action 
against, drug adulteration one of their principal tasks. They were 
instrumental in a movement that culminated in the federal drug 
import law of 1848. This gave the first American legal sanction to 
drug standards, using as a basis the “United States, Edinburgh, Lon 
don, French and German Pharmacopoeias and Dispensatories.” * The 
limitéd success of this measure and the urgent need for maintaining 
drug standards became the main immediate motivation for founding 


. . ° - . - 
the American Pharmaceutical Association in 1852. 


Changing social circumstances also helped open the way for legal 
provision of food and drug standards during the second half of the 
century. An increasingly centralized population meant that preserved 
and canned foods were taking an increasing share of the market. No 
longer did a majority of the citizens raise most of their own food or 
depend so much on simple tolk remedies to help them over their ills. 
With urbanization also came mass advertising facilities, probably the 
most effective tool of an unscrupulous segment of pharmaceutical 
manufacturers. At the same time, mass media permitted wider knowl 
edge of abuses in the drug field that were laid bare through scientific 
techniques and literature, and the work of professional organizations. 

‘Leslie Hart has called attention to an *Curt P. Wimmer, The College of Phar- 
article by E. D. Foust, dealing with drug macy of the City of New York (1929), 
adulterations, in the American Journal of p. 192 and following; text of law on p. 196; 
Science and Arts as early as 1831. see also J. W. England, The First Century 


of the Philadelphia College of Pharmacy 
(1922), p. 131 and following 
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Another harbinger of state legislation can be seen in the expe 
rience of other countries (such as England, Canada and Germany) 
where food and drug abuses culminated in exposure, legislation, and 
machinery for control.” We have the testimony of Harvey Wiley that 
his experience in the laboratory of the German Imperial Board of 
Health (Reichsgesundheitsamt ) 
his arrival there in 1878, the young physician-chemist was put to work 


‘entirely altered my career.” Upon 


examining adulterations under German law. Wiley said: 


There was nothing | ever undertook that filled me with such enthusiasm 
as this .... In my new environment I lost all desire to become a practicing 
physician. When I returned to the United States I was full of enthusiasm in 


regard to adulteration of foods and drugs ‘ 

This enthusiasm soon became apparent in Wiley’s work in the 
United States Department of Agriculture Bureau of Chemistry after 
1883, where he extended and dramatized the kind of investigations 
begun by Veter Collier. His work helped stimulate the enactment of 
food and drug provisions in state laws, as it later did national legis 
lation.* 

The English law of 1875—the first broad enactment there cover 
ing both food and drugs—was not without influence among American 
states. C. T. P. Fennel of the Cincinnati College of Pharmacy thought 
it had “done more to excite public attention ... than any other measure 
brought before an intelligent public.” * Lythgoe reported that the 
English law was the one that not only Massachusetts (1882), but also 
“various other states and the United States used in part as a model 
for new legislation.” '” 

The English statute shares credit with a model bill issued by the 
National [United States] Board of Trade in setting a pattern, Inves 
tigation might show blood relationship between the two, for the 
board’s model bill stemmed from a prize-winning statute submitted 
from London by G. W. Wigner a few years after passage of the Eng 
lish law. Before this time, attention in the states centered about food 
legislation, but the award committee of the National Board of Trade 


expressed the view that “there is much more danger to health and life 


*See, for example, Gustavus A. Weber, Its Legislative History."” 1 FOOD DRUG 
The Food, Drug and Insecticide Adminis- COSMETIC LAW QUARTERLY, pp. 309 
tration (Baltimore, 1928), Chap. I; and 311 (1946) 

Louis Filler, Crusaders for American Lib- ‘C. T. P. Fennel ‘Laws for the Pre- 
eralism (New York, 1939), p. 144. vention of Adulteration of Drugs,"’ 43 

‘Harvey W. Wiley, ‘Education of a Proceedings, American Pharmaceutical 
Hoosier,"’ 24 Indiana Magazine of History, Association 457 (1895). 

p. 94 and following (1928); see also his ™ Hermann C. Lythgoe, “‘Food Legisla- 
Autobiography, p. 149 and following. tion and Inspection in Massachusetts,"" 5 

*Charles Wesley Dunn, “Original Fed- The Nation’s Health 869 (1923). 

eral Food and Drugs Act of June 30, 1906 
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in this country from adulterated drugs than there is from adulterated 
food, and that any legislation which is to deal with the one should also 
deal with the other.” ™ 


The model bill issued subsequently influenced a number of late 
nineteenth-century enactments. In 1882 the Massachusetts board of 
health reported : 

A new interest has been awakened in the subject [of state food and drug 
legislation| by the action of the National Board of Trade This bill sub 
stantially in the form recommended, has been enacted by the States of New York, 
Massachusetts and Michigan.” 


Emergence of Standards in Representative States 


The earliest state legislative attempts to maintain drug standards 
limited the offense to fraudulent or willful adulteration. Adulteration 
ordinarily meant debasement of the normal or natural drug, without 
-precisely indicating a standard—pharmacopoeial or otherwise. 

Such provisions usually entered state statutes via the pharmacy 
practice acts adopted in one state after the other during the last quarter 
of the nineteenth century. \ pattern was provided by the American 
Pharmaceutical Association through a model bill circulated in 1869. 
Section 16 made it a misdemeanor to: 

knowingly, intentionally and fraudulently adulterate or cause to be mixed 
any foreign or inert substance with any drug or medical substance, or any com 
pound medicinal preparation recognized by the pharmacopoeia of the United States 
or of other countries as employed in medical practice, with the effect of weaken 
ing or destroying its medicinal power 
An exemption was made for unopened packages obtained from a sup- 
plier unless the dispenser knew the product was adulterated."' 

Since the United States was still largely a country of immigrants 
and also extensively dependent upon drug imports, it is understandable 
that mention of the American pharmacopoeia was coupled with analo 
gous foreign books. While the model bill proved tmftluential, the 
uneven development of legalized drug standards among the states can 
be better appreciated if we first examine briefly the development in a 
few individual states. 

As early as 1844 in Rhode Island, for example, an act on crimes 
and punishments dealt with drug adulteration in a section providing: 

" Joseph F. Geisler, ‘Report of the Dele- " Quoted by Lythgoe, work cited, at p. 
gates to the National Pure Food and Drug = 870 
Congress. Washington, D. C.. March 7-9, ™ Dunn, work cited, at p. 299 
1900." 48 Proceedings, American Pharma- “ Text of model bill in 17 Proceedings, 


ceutical Association, p. 298 and following American Pharmaceutical Association 56 
(1900) (1869) 
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Every person who shall be convicted of fraudulently adulterating tor the 
purpose of sale, any drug or medicine, in such a manner as to render the same 
injurious to health shall be imprisoned not exceeding six months, or fined not 
exceeding two hundred dollars.” 

When Khode Island enacted a pharmacy law in 1872 the adultera 
tion section closely conformed to the American lharmaceutical Asso 
ciation’s bill.° The status of the pharmacopoeia remained incidental 
and unchanged until the adoption in 1908 of a food and drug statute 
based upon the first federal Act. 


Only tour years after the earliest legislation in Rhode Island, the 
Virginia Assembly (1847-1848) adopted almost identical legislation, 
making the offense fraudulent adulteration of any drug with any sub 
stance injurious to health.'* This law was supplanted by Section 8 of 
the pharmacy-practice act passed in 1886 after four years of effort by 


the youthful Virginia Pharmaceutical Association. The provision on 
adulteration paralleled the model bill of the American Pharmaceutical 
Association, except for omitting mention of specific drug compendia 
and extending the exemption of original packages to include material 
“taken from original packages” and flavoring agents.'* 

\s in a number of state pharmaceutical associations of this period, 
a committee on drug adulteration tested drug samples purchased in 
a routine way. In 1899 the state association was urging the board of 
pharmacy for vigorous prosecution of cases of adulteration brought 
to its attention, and two vears later we find the association agitating 
for a stronger law. The Virginia pharmacy-practice act finally under 
went extensive revision in 1908 and incorporated new provisions on 
drug adulteration patterned after the federal food and drugs Act.’ 

In New Jersey the earliest major food and drug legislation, passed 
in 1881, represents a departure from the then traditional, more re 
stricted, concept of adulteration. It legalized drug standards by the 
following definition: 

1. If, when Ja drug is] sold under or by a name recognized im the United States 
Pharmacopoeia, it differs from the standard of strength, quality, or purity laid 
down thereim 


2, It, when sold under or by a name not recognized in the United States 
Pharmacopoeia, but which is found in some other pharmacopoeia, or other stand 
ard work on Materia Medica, it differs materially from the standard of strength, 
quality, or purity laid down in such a work. 


™ Rhode Island Laws, Sec. 111, p. 397. '" Proceedings, Virginia State Pharma- 
" Rhode Island Genera! Statutes, Chap. ceutical Association (1886), p. 73 

119, Sec. 8, p. 255. " Virginia Acts 1908, Chap. 291 
Virginia Code 1849. Chap. 197, Sec. 2. 

p. 741 
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3. If its strength or purity fall below the professed standard under which 
it is sold.” 

This New Jersey law, like that of a number of other states, closely 
followed the wording of the model bill distributed by the National 
Bureau of Trade.** Another food and drugs act passed in 1901 was 
supplanted in 1907 by a law patterned after the federal law. At first 
this statute lacked the federal clause permitting variation from United 
States Pharmacopoeia or National Formulary standards if the drug’s own 
standards were professed on the label. Then, two years later, an 
amendment permitted the same variation as the federal law, except for 
five drugs.** 

In a younger state, such as Colorado, we find early legislation on 
drug adulteration cast in the same pattern as that of Rhode Island 
a half century earlier. In 1893 the Colorado legislature made it illegal: 
“If any person shall fraudulently adulterate, for the purpose of sale, 
any drug or medicine in such manner as to render the same injurious 
to the health It is interesting to note that the penalty might 


be up to a year in the county jail, while a similar adulteration of food 


called for up to five years of hard labor in the penitentiary.** But 
in new legislation of 1907, Colorado legalized drug standards in a way 
even more restrictive than the federal Act by which it was inspired. A 
drug sold under a name appearing in the United States Pharmacopoeia 
or National Formulary had to conform to the standards therein, the 
federal variation clause being omitted.** 

The limitations of many nineteenth-century statutes is emphasized 
by the first Louisiana statute. The definition of 1882, intended to 
establish a standard, reads in full: 

An article shall be deemed adulterated within the meaning of this act, in 
the case of drugs if when sold under a name recognized in the United States 
Pharmacopoeia its strength or purity fall below the professed standard under 
which it is sold.” 

Pennsylvania not only exemplifies the introduction of an adultera- 
tion section via the first pharmacy-practice act, but also the prolonged 
delay that sometimes ensued because of other, more controversial, 
sections. After six years frequently marked by acrid argument and 





» “Report on Legislation,” 29 Proceed- | * Colorado Laws 1893, Sec. 62, p. 392, 


ings, American Pharmaceutical Association 
394 (1881): also Proceedings, New Jersey 
Pharmaceutical Association (1881), p. 31. 

« Proceedings, Illinois Pharmaceutical 
Association (1885), p. 74. 

= New Jersey Acts 1907, Chap. 217, Sec. 
3. p. 485 and following, and Acts 1909, 
Chap. 156, Sec. 3, p. 231 and following. 


through Mills Annotated Statutes. 

* James Westervelt, American Pure Food 
and Drug Laws (1912), p. 358. 

5 Louisiana Revised Laws, Act 82, Sec. 2 
(1882), p. 103, through S. Wolff, Louisiana 
Constitution and Revised Laws of Louisiana 
(2d Ed.), Vol. 2, p. 1469. 
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pamphleteering, the state pharmaceutical association obtained passage 
of its pharmacy bill in 1887. Section 9 made any person guilty of a 
misdemeanor : 

who shall knowingly, wilfully or fraudulently falsity or adulterate, o1 
cause to be falsified or adulterated, any drug or medicinal substance, or any 
preparation authorized or recognized by the pharmacopoeia of the United States, 
or used or intended to be used in medicinal practice, nor shall mix or cause to 
be mixed with any such drug or medicinal substance any foreign or inert sub 
stance whatsoever, for the purpose of destroying or weakening its medicinal 
power and effect, and wilfully, knowingly or fraudulently sell or cause the same 
to be sold for medicinal purposes.” 

The limited etfect of this law generated discontent.*' The state 
association's complaint to the board of pharmacy that the section on 
adulteration lay unenforced brought the rejoinder that it would be 
unconstitutional for the board to bring actions, although it could 
prosecute. In support of its position, the board pointed to a statute 
providing : “No state office shall be continued or created for the mspec 
tion or measuring of any merchandise, manufacture, or commodity, 
but any county or municipality may appoint such officers when author 
ized by law.” * 

As a consequence, the state pharmaceutical association set up a 
“board of information” to consider complaints on drug adulteration. 
But prosecutions involving substandard drugs were rarely brought 

£ x 


to trial.” Proceedings of the association reveal, not unexpectedly, the 


frustrating problems of proving adulteration “knowingly and wilfully” 


done.*® 


After defeat of a bill that would have abolished pharmaceutical 
control, a new adulteration statute was adopted in 1897 that made it a 
violation: 

if the drug shall be so altered that the nature, quality, substance, com 
mercial value or medicinal value of it will not correspond to the recognized 
formulae or tests of the latest edition of the “National Formulary,” or of the 


“Pharmacopoeia of the United States” or the American Homeopathic Pharmaco 
poeia or of the American Homeopathic Dispensatory, regarding quality or purity 


Any drug was also considered adulterated if there had been any 
addition, subtraction or substitution that depreciated its quality or 
strength, or if it -were an imitation sold under the name of another 


* P. L. 189, May 24, 1887, Sec. 9, through 
Purdon’s Digest, Vol. 1, p. 326. 

" Proceedings, Pennsylvania Pharmaceu- 
tical Association (1889), p. 77. 

* Proceedings, Pennsylvania Pharmaceu- 
tical Association (1890), p. 31. 


” Proceedings, Pennsylvania Pharmaceu 
tical Association (1892), pp. 39 and follow- 
ing, and (1894), pp. 58-62. 

“ Proceedings, Pennsylvania Pharmaceu 
tical Association (1896), p. 80 





PAGE 750 FOOD DRUG COSMETIC LAW JOURNAL—DECEM BER, 1953 


drug.”' This Pennsylvania statute set legal drug standards much more 
firmly than most nineteenth-century legislation and was one of the 
earliest to recognize explicitly the National Formulary on the same 
basis as the United States Pharmacopoeia. 

The definiteness of the legal standards generated a complaint to 
the United States Pharmacopoeia that would be heard later from other 
quarters. An association resolution in 1902 said: 


we would most strongly urge upon the U. S. P. Revision Committee the 
wisdom and necessity of fixing these standards at readily attainable points and 
not at ultra-scientific heights which it is almost impossible to reach = 


The 1897 statute was modified in 1907 to bring it into conformity 
with the pattern of the new federal law, but retained its identity as 
pharmaceutical legislation without reference to foods. Unlike the 1906 
federal food and drugs Act, the Pennsylvania counterpart explicitly 
recognized the Homeopathic Pharmacopoeia as a standard on the same 
basis as the United States Pharmacopoeia and National Formulary 


Limited Effect of Nineteenth-Century Statutes 

The phrasing of most nineteenth-century statutes foretells the 
general record of weak control over the quality of drugs. Moreover, 
a designated inspection and enforcement agency was sometimes lack 
ing, and supporting appropriations were rare. 

The Bulletin of the American Pharmaceutical Association editorialized : 

The Adulteration Section of the Pharmacy Laws has never seemed to le 
adequate or at least enforcement by the Pharmacy Boards does not appear to 
have resulted in any material or lasting improvement in the quality or purity 
of drugs. One reason for this is undoubtedly the fact that to carry on sucl 
work systematically and continuously requires such expenditures as have never 
been granted to any state pharmacy board.” 

Earlier, H. R. Slack of Georgia had told the association's Section 
on Education and Legislation of the political maneuvering necessary 
to obtain a $200 appropriation in 1891 to enforce a new law against 
adulteration. “This is the first appropriation, so far as I know, ever 
made by a State to execute a pharmacy law,” Slack commented." 

J. W. England of the Philadelphia College of Pharmacy observed 
later: 

" P. L. 85, May 25, 1897, Sec. 1, through *" Editorial, 5 Bulletin of the American 
Purdon’'s Digest, Vol. 1, p. 326. Pharmaceutical Association 391 (1910). 

* Proceedings, Pennsylvania Pharmaceu- “H. R. Slack, “Some Practical Sug- 
tical Association (1902), at p. 87. On this gestions and Experiences in Securing 
point see also Lyman F. Kebler, ‘‘A Practi- Pharmacy Legislation,’’ 39 Proceedings, 
cal Aspect of Standards,’’ 6 Bulletin of American Pharmaceutical Association 207 


the American Pharmaceutical Association (1891). 
18 (1911). 








DRUG STANDARDS UNDER STATE LAWS PAGE 751 


It is unfortunate in more ways than one, that State Boards of Pharmacy 
generally, have not been more aggressive, in the past, in prosecutions for the 
adulteration of drugs under the pharmacy laws, and that they have been so has 
been due to the lack of sufficient funds. 


The Pharmaceutical Era pointed to another difficulty when it ob 


served that “state regulation has been fairly tried, and the discovery 


made that State lines have little force in maintaining standards for 
tood and drugs... .”” 
These circumstances bred discouragement and frustration, in phat 


macy and out, among those who wanted firm drug standards. 


Transformation After 1906 

It was symptomatic of a new line of development when the sec 
tion on adulteration was omitted from a second model pharmacy-prac 
tice act, issued by the American lharmaceutical Association in 1900." 

In the late nineteenth century, several factors helped change public 
attitudes that had shown primary concern with food control, often 
leaving drug control as a rather metiectual part of pharmacy practice 
acts: legislation in other countries combining food and drug control: 
recognition that enforcement and scientific techniques often were com 
mon to both fields; relatively inactive and impecunious state boards of 


pharmacy; and prolonged consideration by Congress of national bills 


tor food and drug control. 

Within a year after Congress passed the 1906 Act, 21 states that 
previously had enforced food (or food and drug) laws rushed through 
new or amended legislation. Seven states that had made no attempt at 
enforcement now enacted new laws. An additional three states passed 
legislation, but still omitted provisions for enforcement funds or ofh 
cers. After another five years, it was reported that 44 states had 
adopted a new pattern of food and drug legislation.” 

\bout two thirds of the states now had laws that followed “ver 
batim or in substance” the federal definitions of drug adulteration and 
misbranding, although some important states retained quite dissimilar 
provisions (for example, New York, Massachusetts, Michigan and 
lines ).*” 


*J. W. Engiand, “The Administration Bulletin 112, United States Department of 
of Pure Drug Laws.’ 55 Proceedings, Agriculture, Bureau of Chemistry (1908) 
American Pharmaceutical Association 293 Part I, p. 7 
(1907) "John C Wallace, “‘The Chairman's 

* Editorial, 14 Pharmaceutical Era 512 Address,’ 1 Journal of the American 
(1895) Pharmaceutical Association 939 (1912) 

748 Proceedings, American Pharmaceuti- ” “Report of Committee on Drug Re 
cal Association 286 (1900) form,’’ 5 Bulletin of the American Pharma 

»W D. Bigelow “Food Legislation ceutical Assocation 655 (1910) 

During the Year Ended June 39, 1907,’ 
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Dominant pharmaceutical opinion in some states opposed the 
sweeping changes on the ground that time should be given to interpret 
and test the federal Act. Elsewhere, professionally conscious pharma 
These 
statutes substantially ended, however, the administration of this seg 


While ear 


her laws were occasionally administered by a dairy and food commis 


cists welcomed new statutes as an obvious improvement."! 
ment of pharmaceutical law by pharmaceutical personnel. 


sion or by a board of health, by 1912 the new union of food control and 
drug control left only seven boards of pharmacy still retaining juris 
diction in this field.*” 


While legalized drug standards were neither new nor uncommon 
in state law when the 1906 federal Act was passed, an entirely different 
pattern then emerged, which remained substantially unchallenged until 
revision of the federal law in 1938. Meanwhile, the Association of 
Food and Drug Officials had become active in promoting uniform state 
legislation, but its model bill based on the 1938 national law had been 


adopted in only about 24 states, up to 1953." 


Changing Definitions 


In the earliest laws, as in Rhode Island and Virginia, we saw that 
“adulteration” not only was restricted to the traditional concept of 
debasing a drug, but was even made contingent upon a harmful effect. 
Later statutory provisions ranged all the way from no definition at all 
to demanding strict adherence to pharmacopoeial standards. 


Some attempts to enforce the letter of more restrictive laws led to 
pharmaceutical cries of alarm. James H. Beal observed in 1906: 


Some of the legal definitions of adulteration are such that the man who 
makes his product better than the legal standard by increasing its purity and 
strength, is in the eye of the law equally guilty with the man who dishonestly 
abstracts some valuable principle, or increases his profits by the addition of some 
less valuable substance. And pharmacists not only may be, but actually have 
been arrested and held up to public scorn as criminals for furnishing articles 
better than the standard prescribed by the statute.“ 


"Report of the Secretary of the Sec- 


tion on Education and Legislation,” % 
Proceedings, American Pharmaceutical As- 
sociation 241 (1907), and 4 Bulletin of the 
American Pharmaceutical Association 467 
(1909). 

“" Wallace, work cited, at p. 939. In 1896, 
all but 13 state pharmacy laws included a 
section on adulteration. (44 Proceedings, 
American Pharmaceutical Association 341 
(1896).) 


"Carl R. Miller, “Uniform Food, Drug 
and Cosmetic Laws,'’ 8 FOOD DRUG COS- 
METIC LAW JOURNAL 304 (1953). 

“ James H. Beal, ‘‘President’s Address,"’ 
1 Bulletin of the American Pharmaceutical 
Association 6 (1906). See also Lyman F 
Kebler, ‘‘Inferior Drugs and _ Insidious 
Methods of Deception,’’ in Bulletin 80, 
United States Department of Agriculture. 
Bureau of Chemistry (1904). p. 16 and 
following. 
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While the need to prove willful or traudulent adulteration often 
minimized the risks of violation, we know that in 1896 three states had 
gone so far as to define adulteration as any variation whatever from 
the standard set by statute, proprietary products in original packages 
not excepted.” 

Just before the 1906 federal Act, one of the common state require 
ments provided that a drug must have the standard strength, quality 
and purity called for in (1) the United States Pharmacopoeia when men 
tioned therein; (2) some other pharmacopoeia or standard materia 
medica when mentioned therein and not in the United States Pharma 
copoeia; and (3) the representation under which it was sold. 


Around the turn of the century, “other” or foreign pharmacopoeias 
were mentioned less frequently, while several states * introduced men 
tion of the National Formulary, at least subordinately. This foreshad 
owing of the new legal status given to the National Formulary in state 


and national laws after 1906 may have been encouraged by recognition 
of the American Pharmaceutical Association’s formulary in unsuccessful 
bills considered by Congress late in the century. The book remained 
a National Formulary of Unofficial Preparations, however, until its 
unpretentious title became incongruous after 1906, 


Since the National Formulary and the United States Pharmacopoeia 
then received equal recognition as standards in food and drug law, 
Oscar Oldberg made an interesting suggestion— which never material 
ized—to the American Pharmaceutical Association that all “official” 
formulas and preparations containing two or more drugs be recognized 
in the National Formulary and that the United States Pharmacopoeia 
should contain only the basic drugs, specific chemical compounds, and 
galenicals representing a single drug.** 

It may be of special interest to those concerned with food and 
drug law that the United States came close to missing the distinction 
of being the only country in the world legally recognizing two books of 
drug standards. After appearing in one unsuccessful Congressional 
bill after the other, the National Formulary disappeared from some of 
the important bills that subsequently bid for passage. In later years 


*” These were Georgia, Ohio and Virginia. Agriculture, Bureau of Chemistry (1906), 
James H. Beal, ‘‘Pharmacy Laws of the p. 737. 
United States—A Comparative Exhibit,” * For example, Wisconsin, Ohio and 
44 Proceedings, American Pharmaceutical Pennsylvania 
Association, p. 341 and following (1896). * Oscar Oldberg, “Chairman's Address," 
“W. D. Bigelow, “‘Indexed Digest of 54 Proceedings, American Pharmaceutical 
Food Legislation,’’ Part 9, Bulletin 69 Association 123 (1906). 
(Revised), United States Department of 
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James H. Beal recalled that delegates to ‘the Pure Food and Drug 
Congress “generally believed that the opposition to the N. F. was 
inspired wholly by [certain] manufacturers” who felt that “the N. F. 
took possession of proprietary titles and attached them to formulas 
quite different from those given them by their creators, and in this way 
Was appropriating private property without compensation to the 
owners.” *° 

Beal himself refused credit for originally suggesting the inclusion 
of the United States Pharmacopoeia and National Formulary in the food 
“While I strenuously supported the move to include 
these two standards ., he said, “I have always given Dr. Wiley 
credit for their original introduction into the various drafts.” What 
ever the exact circumstance, the inclusion of both books in the federal 
Act assured their legal recognition in subsequent state legislation. The 
pharmacopoeia already had become firmly imbedded in state law and 
court decisions, and it is not difficult to find pharmaceutical references 
to the Uniied States Pharmacopoeia, antedating the federal Act, which 
“While the United States Pharmaco- 


and drugs Act. 


are couched in such phrases as: 


poeia is legal authority in all the states” ; and, again, that it “is recognized 


either directly or indirectly in practically every one of the States.” 

The Homeopathic Pharmacopoeia of the United States gained 
statutory recognition more slowly, since its standards were not recog 
nized by the 1906 federal Act. It, of course, has the same status as the 
United States Pharmacopoeia and the National Formulary in the 1938 
revision and in the parallel uniform state bill circulated by the Associa- 
tion of Food and Drug Officials of the United States. 

Pharmacists took a natural pride in seeing the United States 
Pharmacopoeia and National Formulary become clearly recognized as 
legal standards, since they had played a major role in revision of the 
former after the 1870's ** and had almost exclusive responsibility for 
the content of the latter.°". While there was no serious challenge to 


” James H. Beal to Lyman F. Kebler, 
letter of September 19, 1940, copy in Ed- 
ward Kremers Archive for Historical Phar- 
macy, University of Wisconsin. 

*” See footnote 49 

"Cc. S. N. Hallberg, 1 Bulletin of the 
American Pharmaceutical Association 199 
(1906); and Murray Galt Motter, 1 Bulletin 
of the American Pharmaceutical Associa- 
tion 57 (1906). It may be noted that ref- 
erence to the United States Pharmacopoeia 
as an authority on the purity of drugs 
appeared in one of the Congressional food 
and drug bills as early as 1882 (H. R. 1087, 
47th Congress). 


“’ George Urdang, “The Rescue of the 


. United States Pharmacopoeia by Organized 


Pharmacy in the 1870's."" 15 American 
Journal of Pharmaceutical Education, pp 
172-184 (1951). ; 

Justin L. Powers, ‘History, Signifi- 
cance and Future of the National Formu- 
lary,"" 1 FOOD DRUG COSMETIC LAW 
QUARTERLY, pp. 577-587 (1946); and C 
Lewis Diehl, “‘The Evolution of the Na- 
tional Formulary,’ 4 Bulletin of the 
American Pharmaceutical Association, pp 
14-18 and 44-47 (1909). 
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the authority of either book during passage of new state statutes, the 
“variation clause” taken over from the 1906 federal Act sparked 


heated discussion among pharmacists. 


Variation Clause, Pro and Con 

The variation clause, while recognizing the United States Pharma 
copoeia and National Formulary as basic standards, in effect made the 
legal standard for any drug the professed standard under which it 
was sold. The pharmacist-lawyer James H. Beal is generally credited 
with introducing this provision into American food and drug law. 
The late Dr. Beal recalled that it came about in this way, during one 
of his visits to Washington: 

I found Dr. Wiley disturbed by the case of the State v. /:mery, decided by 
the Ohio State Supreme Court. Those who had called Dr. Wiley’s attention 
to the case had asserted that to include the U. S. P. in the Federal Act would 
make the law unconstitutional. I told Dr. Wiley that we were contemplating 
an amendment of the Ohio law, to permit preparations sold under an official 
title to vary from the official standard, provided the label plainly stated the 


character of the variation. I argued that the courts would regard such a require 
ment as a reasonable precaution in favor of the public health 


I wrote out the language as we expected to give it to the Legislature in Ohno, 
and gave it to Dr. Wiley, who placed it before government legal authorities 
With such a clause in the law manufacturers could not claim that they were 
compelled to slavishly follow the official formulas, and therefore inclusion ot 
the U. S. P. was not a delegation of legislative power to the compilers of that 


volume.” 


Wiley himselt apparently developed some misgivings about the 
principle of the “professed standard.” In 1907 his reply to a critical letter 
about it from the editor of the Bulletin of the American Pharmaceutical 


Association reported: “In our experience the [variation] proviso has many 


merits, considered from the point of interstate commerce 
Three years later, however, when he was president of the Pharmaco 
poeial Convention, Wiley wrote in the same journal : 


\ny drug, medicine, or remedy which bears a name of an article described 


in the Pharmacopocia must comply with the provisions of the Pharmacopocia 
respecting that particular article. I would be glad if | were able to say that 
when a drug is offered under a name recognized in the Pharmacopoeia, it must 
always be in harmony with the standards therein established. Unfortunately, 
| think the law is otherwise and permits a departure trom the standards of the 
Pharmacopoeia if the manufacturer or dealer see to it that the kind and degree 
of this departure are plainly marked upon each individual package. I believ« 
it needs no argument to show that it were better by far for the pharmacist, the 


td Letter cited, footnote 49. Case refers * Quoted in ‘The Food and Drugs Act,"’ 
to Ohio v. Emery, 55 Ohio 364. 2 Bulletin of the American Pharmaceutical 
Association 83 (1907) 
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physician and the patient if no such variations were allowed because these 
variations may legally find their way to the shelves of the pharmacy and may 
legally be dispensed for what they are. If this were all perhaps we could make 
no objection to the variation which is permitted, but there is always danger of 
mistake when two drugs bearing the same name are on the same shelf.” 


The editor of the American Pharmaceutical Association’s Bulletin 
vigorously opposed what he considered an emasculation of legalized 


drug standards. He called upon the members to try to keep “incon 
sistencies” of the federal Act out of state food and drug bills. He wrote: 

The First and most important of these is that which permits the use of the Titles 
of the U. S. P. and N. F. for any slop-shop article if it bears the flimsy subter- 
fuge, that it differs from the tests for strength, purity, etc. laid down in these 
standard works. Forty State Pharmacy laws now characterize such “Standard” 
illegal as far as the U.S. P. is concerned.” 

While the editor's estimate of the number of stringent state laws 
requiring compliance with pharmacopoeial standards may be questioned, 
there was a turning away from more binding requirements for drugs bear- 
ing a United States Pharmacopoeia name that constitutes a remark- 
able step in the evolution of legalized drug standards. In 1912 it was 
reported that only 12 of 44 state statutes adopted under the influence of the 
federal Act had retained a “single standard” for all official preparations.** 

Hallberg gloomily observed that this was “vitiating the good 
accomplished during all the years that the adulteration section in the 
Pharmacy Laws have been in operation.” * Oldberg called it “a regret 
table feature.” °° The question drew lively debate in local branch 
meetings of the American Pharmaceutical *! and the 
association's Section on Education and Legislation recommended that 
an amendment to the federal Act be sought to “provide a single 
standard for official drugs and preparations . “4 


Association, 


The opposition appears to have centered mainly about a few 
leaders in a position to be heard and, as practicing pharmacists learned 
to live with the law and dire effects upon drug standards failed to ap 
Most pharmaceutical manufacturers 
‘variation clause.” 


pear, the issue was forgotten. 
apparently did not share the alarm about the 
Frederick Stearns and Company probably expressed the view of others in 
arguing that state laws should parallel the federal statute on such a 


~ Harvey W. Wiley, “The Pharmaco- and the Relation Thereto of ‘State Legisla- 


poeial Convention of 1910,"" 5 Bulletin of 
the American Pharmaceutical Association, 
p. 598 and following (1910). 

% Editorial, 2 Bu’letin of the American 
Pharmaceutical Association 4 (1907). 

% Cited at footnote 39. 

*C. S. N. Hallberg, ‘The Federal Food 
and Drugs Act. The Principle Involved 


tion,’’ 58 Proceedings, American Pharma- 
ceutical Association 625 (1910). 

Cited at footnote 48. 

See, for example, Bulletin of the 
American Pharmaceutical Association, Vol. 
2. p. 94 (1907), and Vol. 3, p. 53 (1908). 

#1 Journal of the American Pharma- 
ceutical Association 1357 (1912) 
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basic provision as drug standards. And since the federal law does 
allow variation from United States Pharmacopoeia and National 
Formulary standards “provided the difference is plainly stated on the 
label, then, for the sake of uniformity and safety, we should like to 
see the state laws brought into harmony with it in this respect.” * 

State laws paralleling the 1906 Act did not, in fact, require the 
“ditterence” from an “official” product or the same name to be “plainly 
stated on the label,” but only a true statement of strength, quality 
and purity. Statutes reflecting the 1938 pattern now explicitly require, 
however, that the label of a drug named in the United States Pharmaco 
poeia or the National Formulary show the precise kind and extent of 
variation from the “official” strength, quality and purity. 


Delegation of Legislative Authority? 

Ironically, it remains a question whether the variation clause 
actually buttresses the constitutionality of the so-called “delegation 
of authority” to the United States Pharmacopoeia and the National 
Formulary, which was the presumed motive for its introduction.” 

While there appears to have been no serious opposition to giving 
legal authority to the United States Pharmacopoeia and National 
Formulary, there were originally grave doubts about the legal possi- 
bility. Pre-1906 state legislation not infrequently adopted some such 
phrasing as: “The latest edition of the United States Pharmacopoeia ts 
hereby adopted as the standard ....” Some were convinced that this 
could refer only to the United States Pharmacopoeia edition effective 
when a statute was passed, especially after the Ohio Supreme Court 
held: “A sale could not be rendered unlawful because it is below a higher 
standard laid down in a subsequently revised edition of the book... .” 


65 


James Beal observed in 1906: 

It thus sometimes happens that the legal standard of a state is a Pharmaco 
poeia that has been superseded fifteen to twenty vears If he [a pharmacist | 
follows the pharmacopoeia in effect at the [present] time, as in good con 
science and honesty he should, then under the law he is guilty of the crime of 
adulteration and is liable to fine and imprisonment, and the ruin of his profes- 
sional reputation.” 


“To Reform the State Drug Laws,”’ sociation 202 (1906), citing Ohio v. Emery, 
The New Idea (Stearns), May, 1911. cited at footnote 54. 

™ See Walton M. Wheeler, Jr., “Validity “James H. Beal, ‘The President's Ad- 
of ‘Official’ Drug Standards,"" 1 FOOD dress,’’ 1 Bulletin of the American Pharma- 
DRUG COSMETIC LAW QUARTERLY, pp ceutical Association 7 (1906); see also, 
599-601, (1946). J. W. England, “‘The Legal Recognition 

** James H. Beal, ‘A Synopsis, with Com- of the United States Pharmacopoeia,’’ ™ 
ments of the Principal Provisions of the Proceedings, American Pharmaceutical As- 
Federal Pure Food and Drug Law,"' sociation 217 (1906) 
Proceedings, American Pharmaceutical As- 
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Although subsequent court decisions have not been investigated, 
it appears that the issue did not become a chronic one. The question 
seems to have been resolved in many statutes by merely replacing the 
legal ambiguity of “the latest edition” with a reference to the authoritative 
compendia effective “at the time of investigation,” or a similar phrase. 

The basic question of the constitutionality of giving legal force to 
United States Pharmacopocia and National Formulary standards pre- 
pared by nongovernmental agencies commanded more attention in the 
‘arly twentieth century, however, than it does today. A proposal for 
a government-owned pharmacopoeia came before Congress in a bill of 
1884, and was revived at intervals thereafter. Legislative activity and 
argument in the food and drug field after the federal enactment 
sharpened interest in the question, and in 1910 Congress had before it 
another bill (as an amendment to Section 7): “That the United States 
Government should edit and publish the United States Pharmacopoeia or 
National Formulary and have a complete test for purity and strength 


ar 
OF 


of all drugs and chemicals 

In a pharmaceutical challenge to the proposal, Frederick J. 
Wulling argued: 

It has been and is universally conceded that the U. S. Pharmacopoeia is 
superior to any pharmacopoeia published by a government The work 
of the revision of the Pharmacopoeia and of the National Formulary must be 
left to scientific men in the pharmaceutical and medical professions. A _ legis 
lative body surely cannot do the work. A special commission would have 
to be created by the government to do the work, the results of which could 
then be adopted by the government. Such a commission would necessarily have 
to be made up of men who are now engaged in the revision of the Pharmacopoeta 
and in the compilation of the National Formulary and the commission would have 
to do the identical work that is now being done by the Committee of Revision 
and the American Pharmacuetical Association. Obviously no advantage would 
accrue to anyone.” 
Such arguments harmonized so well with the American political 
temper and social attitudes that legislative proposals to take the drug- 
standardization program out of the hands of responsible quasi-private 
agencies were never seriously considered—and are no longer even proposed. 

This “delegation of power” has not been successfully challenged 
in the courts. It is commonly assumed, as one federal judge ruled, 
that the legal designation of the United States Pharmacopoeia and the 
National Formulary does not in fact delegate legislative power, but 

5 Bulletin of the American Pharma- the American Pharmaceutical Association 
ceutical Association 22 (1910). 118 (1910). 


* Frederick J. Wulling, “Shall It Be a - 
Government Pharmacopoeia?’ 5 Bulletin of 
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merely describes a method of ascertaining facts upon which the opera 
tion of state and federal statutes depends. The arguments involved 
have been reviewed in earlier issues of this JoURNAL."” 


Pharmacist’s Responsibility 


The lack of any American standard of qualification for preparing 
or dispensing drugs in the early nineteenth century, coupled with 
undependable drug imports, had made adulteration a_ particularly 
pressing problem. As one segment of those calling themselves 
apothecaries emerged as an organized and professionalized group, 
however, they promoted the development of drug standards, on the 
one hand, and, on the other, provided a responsible group for making 
such standards effective. As state pharmacy acts in the last quarter of 
the nineteenth century established at least a minimum level of com 
petence for American practitioners of pharmacy, enactments often 
made the pharmacist responsible for the quality of all medicines 
he dispensed, usually excepting those in original packages.*" Pharma 
ceutical schools made—and still make—the assumption that the 
educated pharmacist will be in a position to safeguard the public 
against substandard drugs. Interest in this responsibility of checking 
and, if necessary, actually testing the drugs dispensed was heightened 


after 1906, when it was argued that “such knowledge has by this 


|federal and state] legislation been made absolutely essential to the 


practice of the profession.” 7 


At the same time, increasingly complex methods and means for 
checking the standards of many drugs tended to place this pro 
fessional function beyond reach of even the best-equipped prescription 
laboratories. Moreover, post-1906 statutory provisions shifted legal 
responsibility for the quality of drugs from the practicing pharmacist 
to his suppliers, if they had offered a guaranty. 


In states that followed the 1938 revision of the federal Act on this 


point, the pharmacist’s legal responsibility extends only to accepting 


“Cf... Walton M. Wheeler, Jr., work “ See, for example, Proceedings, Ameri- 
cited, at pp. 588-602, and Thomas W. can Pharmaceutical Association, Vol. 30. 
Christopher, “Validity of Delegation of pp. 487 (la.), 495 (W. Va.), 501 (Wis.), 
Power to a Private Agency—The Pharma- (1882): and Vol. 39, pp. 166 (Ore.), 167 
copoeia Provisions,’"" 6 FOOD DRUG COS- (Wash.) (1891). 

METIC LAW JOURNAL, pp. 641-654 (1951): "L. J. Desha, ‘‘Drug Analysis for the 
see also Charles Wesley Dunn, 8 FOOD Pharmacist,’’ 6 Bulletin of the American 
DRUG COSMETIC LAW JOURNAL, pp. Pharmaceutical Association 107 (1911). 
45-48 (1953) 





PAGE 760 FOOD DRUG COSMETIC LAW JOURNAL——DECEMBER, 1953 


drugs “in good faith,” as meeting legal standards—although state provisions 
as a group have been characterized as a “nation-wide legislative muddle.” *° 


When the practicing pharmacist combines drugs into stock prepar 
ations and prescriptions, however, the pharmaceutical manufacturer's 
responsibility cannot extend beyond supplying legally standardized 
ingredients. At this pivotal point, where extemporaneously prepared 
medication reaches the patient, the pharmacist must accept legal as well 
as professional responsibility for qualitative and quantitative standards. 


[The End] 


© TRADE REGULATION—PRICE DISCRIMINATION, PRICE FIXING ¢ 


Milk . A milk company has been ordered to stop charging 
discriminatory prices for its milk. The order represents affirmance 
of a hearing examiner's initial decision holding that the milk company’s 
discriminatory pricing schedule had the effect of injuring locally owned 
dairies. It was found that the company undersold local dairies com- 
peting with it for the business of grocers and other retailers in various 
towns. (Final order issued October 30, 1953; released November 


18, 1953.) 


Peanuts . . . Seventeen peanut “millers” are charged with com 
bining unlawfully to keep “as low as possible” the prices paid to peanut 
growers. The price-fixing combination allegedly followed a change 
in the peanut support program under the Federal Agricultural Adjust 
ment Act. To meet this development, according to the complaint, a 
peanut association and its members held meetings out of which grew 
agreed-upon price lists for the 1952 crops. It is further alleged that 
the prices set forth in these price lists were adopted for the purpose 
of keeping the prices of the peanuts as low as possible. (Complaint 
issued October 29, 1953; released November 6, 1953.) 


Salmon .. . Forty-three canning companies, 11 fishermen’s unions 
and a trade association are charged with conspiring to fix prices ot 
salmon. The complaint alleges that the combination has the “capacity 
and tendency to substantially increase’ consumer prices for canned 
salmon. It is alleged that this combination prevents individual salmon 
fishermen from selling to the canners except in accordance with the 
annual price-fixing contracts and prevents any salmon from being sold 
or canned until these contracts have been entered into. (Complaint 
issued November 12, 1953; released November 24, 1953.) —CCH Trapt 
REGULATION Reports § 11,553; 11,547; 11,563. 


"Leonard Wolfram, “A Nation-Wide 3 FOOD DRUG COSMETIC LAW QUAR- 
Legislative Muddle—The Dealer Exemption TERLY, pp. 463-477 (1948) 
Provision in State Food and Drug Laws,” 











By JOHN D. CONNER 


Administrative 


Procedure 


UNDER THE MILLER BILLS. 


Blackstone Studios 


The Author Addressed the Division of Food, Drug and Cosmetic Law, 
American Bar Association, at Cambridge, Massachusetts, August 26. 
He is a Member of the Law Firm of Sellers & Conner, Washington, D. C. 


URING the present session of Congress, Dr. A. L. Miller has 
introduced two bills relating to the use of chemicals in the pro 
duction or the processing of foods. One of these bills, H. R. 4277, 
would provide a new procedure for establishing tolerances for pesticide 
chemicals which remain on food as the result of the use of these chem 
icals during food production, storage or transportation. The second 
of these bills, H. R. 4901, would provide a procedure for regulating the 
use in food of chemicals which are not generally recognized as having 
been adequately tested to show that they are safe. 

The pivotal point in our consideration of the procedure under 
these bills will, of course, be the application of the Administrative 
Procedure Act to the other provisions specified in these bills. 

For those who do not have occasion to work closely with the 
Administrative Procedure Act, let me bring that act into a little sharper 
focus by outlining its functions and the machinery by which those func 
tions are made effective. The Administrative Procedure Act is de 
signed to accomplish three purposes : 

One of these purposes is to improve administrative operations by 
requiring that they be conducted in a goldfish bowl. Section 3 of the 
Administrative Procedure Act is the primary instrumentality through 
which this is accomplished, by requiring each agency to publish its 
organization and procedures, and its regulations, orders and other 
official matter which has more than an “idle curiosity” value to the 


public. 
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The second purpose of the act is to prescribe a code of conduct to 
be observed in exercising any administrative authority. This is accom- 
plished primarily through Sections 4-9 and 11. The safeguards pro- 
vided in these sections to assure an objective and impartial administrative 
process may be different, depending upon the nature of a particular 
proceeding, rulemaking or adjudicatory, and the extent to which Con- 
gress ascribes importance to the need for safeguards in a particular 
proceeding by vesting it with either formal or informal attributes. 

The third basic purpose of the Administrative Procedure Act is 
to prescribe the scope of judicial review of administrative action and 
the conditions under which it should be available. 


Summary of H. R. 4277 


Of the two Miller Bills, H. R. 4277—relating to pesticidal residues 
has received more active attention, Just prior to the adjournment 
of Congress, a subcommittee of the House Committee on Interstate 
and Foreign Commerce held hearings on this bill. Following the hear- 
ings a number of conferences were held between the various groups 
interested in the legislation, and considerable progress was made in 
resolving the differences of opinion which originally existed. The pros 
pects are that the committee will again consider this bill as soon as 
Congress reconvenes. 

The purpose of H. R. 4277 is to simplify the procedure through 
which tolerances are established for residues of pesticides used in the 
production, storage or transportation of food. The bill would add a 
new section, relating to pesticides, to the Federal Food, Drug, and 
Cosmetic Act. The substantive provisions relating to residues in or 
on food would remain substantially the same as the present provisions 
contained in Sections 402 and 406. These substantive provisions are 
premised upon a recognition of the fact that an adequate supply of 
food cannot be produced without the use of pesticides. In recognition 
of this fact, Section 406 now directs the administrative official to estab- 
lish a tolerance which will permit the use of those products which he 
finds to be necessary, to the extent that they can be used without 
jeopardizing the public health. 

Under existing law, the public-hearing procedure of Section 701 (e) 
of the Act is the vehicle used to establish these tolerances. Past experi- 
ence has shown this public-hearing procedure to be unworkable. As a 
result, the public has not had the protection of the tolerances contem- 
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plated by Section 406. It is the purpose of H. RK. 4277 to prescribe a 
workable procedure for establishing such tolerances. 

The skeletal pattern of administrative procedure which has been 
evolved in H. R. 4277, as it was originally introduced, is this: 

(1) The registrant of a pesticide under the Federal Insecticide, 
Fungicide and Rodenticide Act may initiate a regulatory proceeding by 
filing a petition with the Secretary of Health, Education, and Welfare, 
requesting the issuance of a regulation establishing a tolerance for the 
pesticide or exempting it from the necessity of a tolerance, and by 
requesting the Secretary of Agriculture for a certification that the pest 
cide is useful in food production, storage or transportation. The per 
son submits, as a part of the application, data showing the name, 


chemical identity and composition of the pesticidal chemical, amount, 
frequency and time of application, toxicity information, amount of 


residue remaining in or on food, residue-removal methods, and other 
grounds in support of the petition. 

(2) Following certification by the Secretary of Agriculture that 
the product is useful, the Secretary of Health, Education, and Welfare 
would be required to publish a regulation establishing a tolerance or 
exempting the pesticide from the necessity of a tolerance. This regu- 
lation would be based upon the data supplied by the petitioners and 
other data before him. The Secretary would be required to issue the 
regulation within 90 days from the time the application is filed unless 
the application is referred to an advisory committee. 

(3) Any interested person would have the opportunity to file 
written objections within 90 days after publication of the tentative 
regulation. 

(4) As soon as practicable after the expiration date for filing objec- 
tions, the Secretary of Health, Education, and Welfare would publish 
a final regulation which would be subject to review by the courts. 


The bill also provides for the appointment of ad hoc committees 
of experts to advise the Secretary in establishing tolerances for particu- 
lar pesticides. These committees would be appointed by the Secretary 
to make a report and recommendation on tolerances proposed in a 
petition either at the request of the person filing the petition or upon 
the initiative of the Secretary. In the event that such a committee 
were appointed, the procedure described would be slightly varied. 
The committee would have 60 days after reference of a petition to it 
within which to study the petition and other data before it and re 
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port to the Secretary. The Secretary would be required to issue 
a tentative regulation within 30 days after receipt of the advisory 
committee report. 

Following the conferences which were held after the hearings on 
H. R. 4277, a number of amendments to H. R. 4277 were considered. 
The bill, with these amendments, has been reprinted as a subcommittee 
print dated August 1, 1953. In the discussion of this bill reference will 
be made to these changes as the “subcommittee print.” 


Application of Administrative Procedure Act to Functions 
of Department of Health, Education, and 
Welfare Under H. R. 4277 


Let's now analyze the applicability of the Administrative Proce 
dure Act to the procedure specified in H. R. 4277. A logical starting 
point is the application of the procedural-safeguard provisions of the 
Administrative Procedure Act. 


The first basic question is as to whether the proceedings are to be 
classified as rulemaking or adjudicatory. The next question is whether 
the proceedings are to be classified as formal or informal. We will 
consider first the petition to the Secretary of Health, Education, and 
Welfare and the action on this petition, and then the application to the 
Secretary of Agriculture for a certification of usefulness. 


Rulemaking or Adjudication? 


As indicated before, the tolerance-making procedure is initiated 
by a petition requesting the establishment of a tolerance to the Secre- 
tary of Health, Education, and Welfare, or it can be instigated upon 
the Secretary’s initiative. The petition is supported with specified basic 
research data. The decision of the Secretary is based entirely on these 
written data and on other data before the Secretary, either with or 
without the recommendations of an advisory committee. Objections 
to the initial regulation are in written form. As a result, there is no 
provision for a hearing during any phase of this proceeding. The action 
of the Secretary is based entirely upon written evidence and written 
objections. The resultant regulation will (1) prescribe a definite toler- 
ance or tolerances of the pesticidal chemical which may remain on or 
in food, (2) refuse to establish a tolerance or (3) exempt the pesticide 
from the necessity of a tolerance. 
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It seems clear that the regulation would constitute a rule within 
the definition of Section 2 (c) of the Administrative Procedure Act. 
The regulation would be of future applicability. It would be of a gen- 
eral nature rather than of a particular applicability. By nature the 
regulation would be very similar to a regulation prescribing a standard 
of identity of a food promulgated under Section 401 of the Food, Drug, 
and Cosmetic Act. It is generally agreed and has been judicially held ' 
that such a proceeding constitutes rulemaking. 


Formal or Informal Proceeding? 

The question of whether the proceeding would constitute a formal 
proceeding required to be conducted in accordance with Section 7 is the 
next question. It is my opinion that this proceeding is not a formal 
proceeding because there is nothing in the procedure of H. R. 4277 
which requires that the action of the administrator be made on the 
record after opportunity for an agency hearing. However, the ques 
tion has been raised of whether other provisions of the procedure do 
not imply the necessity for a hearing. The belief that the requirement 
of a hearing might be imposed is premised upon the fact that the ad 
ministrator must base his decision on substantial evidence and that 
substantial evidence connotes a hearing or the right of cross-examina- 
tion and the presentation of counterevidence. 


‘ , 


I would agree that the term “substantial evidence” is usually as- 
sociated with the right of cross-examination and the right of a public 
hearing. However, I believe that the reference to other statutes will 
show that Congress and the courts in the past have used the term 
“substantial evidence” to refer to evidence assembled in a written 
record either in an ex-parte manner or in a public hearing without the 
right of cross-examination. 


The new-drug section is one illustration of this. 


Analogy to New-Drug Requirement of ‘Substantial Evidence” 
As you all know, the procedure specified by Section 505 of the 
Food, Drug, and Cosmetic Act contemplates that the initial adminis 
trative determination is to be based on written evidence submitted as 


a part of an application. If the Secretary, on the basis of this evidence, 
intends to issue an order refusing to permit the application to become 
effective he is required to give the applicant “an opportunity for a 





' Willapoint Ovusters v ” Ewing, ‘1% F 
(2d) 676. 
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hearing.” The hearing is not mandatory. Appeal from the order of 
the administrator is to the United States‘district court. In the event 
of an appeal, the Secretary is required to “file in the court a transcript 
of the record upon which the order complained of was entered.” The 
transcript might or might not contain evidence adduced at a hearing. In any 
event, it would contain the written evidence submitted with the application. 

In the only appellate proceeding with which I am familiar under 
this provision, the applicant did not elect to avail himself of the oppor 
tunity for a hearing.? The transcript before the court consisted of the 
application filed by the petitioner and all documents filed with or as a 
part of or supplementing the application, all correspondence between 
the petitioner and respondent relevant to the application, and certain 
other official documents. Yet in its conclusions of law the court found that 
the findings of the administrator were supported by “substantial evidence.” 


Analogy to Price-Control Legislation 


The procedure of protesting price regulations under the Emergency 
Price Control Act of 1942 and the Defense Production Act of 1950 and 
the subsequent review of administrative action on the protest by the 
Emergency Court of Appeals is another example of administrative 
action and judicial review based upon written evidence assembled in 
an ex-parte manner. Under these acts, any person protesting a regula 
tion was required to support the protest with written evidence. The 
administrator then placed in the record written economic and other 
data in support of the regulation. It is upon the basis of this record 
that the administrator then made his determination and upon which 
the court reviewed the administrator's action. Nevertheless, the E-mer- 
gency Court of Appeals has found these written data constitute sub 
stantial evidence although assembled in an ex-parte manner.” 


Accordingly, it is my conclusion that there is no reason under 
either the Administrative Procedure Act or the common law why a 
record of written evidence cannot be assembled in an ex-parte manner 
in an informal rulemaking proceeding which will serve as a founda- 
tion upon which an administrative official will subsequently make his 
decision upon the basis’ of substantial evidence and upon which a court 
can subsequently review the administrative determination. If this is 
correct, the procedure for setting tolerances under H. R. 4277 would 


* Coughlin v. Federal Security Adminis- ‘See Reliable Wood Products Company 
trator, No. 43-C-918 (DC IIl., November 9, v. Fleming, 160 F. (2d) 548 
1944). 
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be governed by Section 4 of the Administrative Procedure Act rather 
than by Section 7. Section 4 would impose no significant requirements 
of procedure which are not in H. RK. 4277 itself. 

Nevertheless, this point may be relegated to the realm of theoretics 
under the revisions reflected in the subcommittee print of H. R. 4277. 
Section 408 (d) (5), as modified in this print, specifies that: 

any person adversely affected by a regulation . . . may file objections 
thereto with the Secretary, specifying with particularity the provisions of the 


regulation deemed objectionable, stating reasonable grounds therefor, and request 
ing a public hearing upon such objections, 


It is my interpretation of this provision that any person objecting 
to a tentative regulation would be required to request a public hearing 
upon such objections. The section then provides: “Such order shall 


be based only on substantial evidence of record at such hearing ... 
Therefore, under this revision, the Secretary's order in the event of a 
dispute would be based only upon a record made at a public hearing 
rather than upon the basis of an informal record as is the case in the 
absence of a dispute. In other words, if objections are filed to the 
regulation, the decision is the product of a formal rulemaking proceed 
ing subject to Sections 7 and 8 of the Administrative Procedure Act. 
lf there are no objections filed to the tentative regulation, the decision 
of the Secretary is based upon a record of written evidence assembled 
in an informal rulemaking proceeding. 


Advisory Committees 


The function of the advisory committee presents some interesting 
questions under administrative law. You will recall that, under the 
provisions of the bill, either the petitioner or the Secretary may ask 
that an advisory committee be appointed. This advisory committee 
will consist of scientific men expert in the particular subject matter 
involved in the proceeding. This advisory committee will be free to 
consider any information and to rely upon their own expert knowledge 
The advisory committee ts required to make its recommendation to 
the administrator and, as a part of that recommendation, to make 
findings of fact. These recommendations are not binding upon the ad 
ministrator but it is presumed that the administrator will give sub 
stantial weight to the recommendations of such an expert committee. 
You will recall that under the revisions reflected in the subcommittee 
print, in the event that objections to a tentative order are filed, a public 
hearing is held. The subcommittee print specifies : 
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. . any report or recommendation made by an advisory committee, or portions 
thereof, shall be made a part of the record of the hearing, if relevant and material, 
subject to the provisions of Section 7 (c) of the Administrative Procedure Act 

It is my interpretation that this provision means that an advisory 
committee report is “competent” evidence in the hearing and admissible 
as such, but that its contents would be subject to cross-examination 


to the extent that this is determined necessary to permit a full dis 
closure of the facts. It would seem that specific reference to the Ad 
ministrative Procedure Act is surplusage, since Section 7 (c) automatically 
operates in a formal rulemaking proceeding unless expressly modified 


The provision relating to industry committees under the Fair Labor 
Standards Act provides an interesting parrallel to this provision. Under 
the provisions of Section 8 of that act the administrator was required 
to convene industry committees to recommend the minimum rate or 
rates of wages to be paid by employers engaged in commerce. The in 
dustry committee was charged with the responsibility of investigating 
conditions in the industry and then recommending to the administrator 
the minimum-wage rates for the industry. The industry committee 
filed its report with the administrator. 

The administrator was required, after due notice to interested 
parties and giving them an opportunity to be heard, to approve the 
recommendations of the industry committee if he found that the recom 
mendations were made in accordance with law and supported by evi 
dence adduced at the hearing. If he found the recommendations not 
supported by evidence or to be contrary to law, he was required to 
disapprove them. The administrator’s order was subject to review by 
the courts in which the findings of fact of the administrator were con 
clusive if supported by substantial evidence. 

In subsequent litigation this procedure was attacked as it related 
both to the functions of the advisory committee and to the hearings 
before the administrator. In answer to an attack on the validity of the 
functions of the advisory committee, the Supreme Court in Opp Cotton 
Mills v. Administrator, Wage and Hour Division * said: 

The command of Section 8 (d) that the administrator, as a prerequisite to 
a wage order, find that the recommendations of the committee “are made im 
accordance with law” does not extend to a review of the evidence and hearings 
before the committee or an investigation of the mental processes by which com- 
mittee members reach their conclusion to recommend the minimum wage, or 


extend beyond inquiry upon evidence before the administrator whether the re- 
quirement of statute and rules of the administrator as to the composition of the 





1312 U. S. 126, 153. 
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committee, the definition of the industry, and the actions required to be taken by 
the committee have been observed. 

It is interesting to note that in this legislation the recommenda- 
tions of the industry committee were not merely advisory. They were 
conclusive if the administrator found them supported by evidence. It 
is also interesting to note that in the hearings before the advisory com 
mittee a wide latitude-——as to both the conduct of the hearing and the 
type of evidence admitted—-was allowed. Generally, witnesses were 
not sworn and there was no formal cross-examination. Filing of 
written statements was permitted. 

In another proceeding, the procedure before the industry com 
mittee was again attacked before the United States Court of Appeals 
for the District of Columbia. Judge Vinson, writing the opinion of 
the court, said: 

At this point it should be remembered that it is only the record made before 
the Administrator that has to support the agency’s action. It is this hearing that 
has the primary significance in ascertaining whether the rudiments of a proper 
procedure were followed [citing the Opp case]. It is the evidence adduced at 
this hearing that must support the findings. It is this record that is open to 
judicial scrutiny. ‘The committee must consider certain factors but the statute 
requires no particular method of procuring evidence or any set type of procedure 
It is the hearing and the argument before the Administrator that gives each 
interested party his complete safeguards.® 

The principle of the use of advisory committees or councils by the 
Food and Drug Administration was widely advocated during the course 
of the hearings before the Delaney Committee. The witnesses who 
advocated the use of advisory committees included representatives of 
the food industry, the pesticide industry, independent research groups, 
farm groups, and toxicologists. The principle was approved by repre 
sentatives of the Food and Drug Administration. The proposal was 
first advanced during the course of these hearings by Dr. Andrew C. 
Ivy. Some of the witnesses went so far as to suggest that the advisory 
committee should have the authority to make final decisions. 


Application of Administrative Procedure Act to Functions of 
Department of Agriculture Under H. R. 4277 
You will recall that a person petitioning for the establishment of 
a tolerance or exemption from a tolerance is required to submit a re 
quest to the Secretary of Agriculture for a certification that the product 


for which a tolerance is requested is useful as a pesticide. The first 





“s Andree and Seedman v, Administrator 
of Wage and Hour Division, 122 F. (2d) 
634, 637 
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draft of H. R. 4277 contained a very simple provision regarding this 
certification. In substance it specified that the Secretary of Agriculture 
would upon request certify to the Secretary of Health, Education, and 
Welfare whether or not the pesticide is useful for the purpose for which 
a tolerance or exemption is requested. Such certification would be re 
quired to be made within 30 days. 

The first inquiry in determining the administrative procedure 
applicable to this provision is whether the certification constitutes rule 
making or adjudication under the Administrative Procedure Act. A] 
though this question is debatable, it is my opinion that this certification 
process would constitute a license within the meaning of Section 2 (e) 
as a certification or other form of permission and, therefore, be classi 
fied as adjudication under Section 2 (e). 


In my opinion this procedure would not be subject to the require 
ments of a formal adjudicatory proceeding under Sections 5, 7-9 and 
11 of the Administrative Procedure Act. There is no statutory require 
ment either expressly requiring a hearing or which could be implied to re 
quire one. There would be no existing property right in the applicant which 


might give rise to the requirement of a hearing as a matter of due process. 

The provisions of Section 6 would be applicable, since these pro 
visions apply in the case of all administrative proceedings whether 
they are rulemaking or adjudicatory or without regard to whether they 
are formal or informal. This section affirms the right of the applicant 
to confer with the interested government agency either with or without 
counsel, to submit supporting data and any plan for adjustment or 
determination of the issue involved in the proceeding. 

The procedure of this certification process has been spelled out in 
more detail in the subcommittee print. The provisions of this print 
specify in substance that the Secretary must within 20 days following 
receipt of the request for certification either certify that the pesticide 
is useful or notify the person requesting the certification of his proposal 
that the product is not useful. In this latter event, the applicant may 
either request that the Secretary of Agriculture proceed with the un 
favorable certification or request a hearing on the proposed certification. 


The certification of the Secretary as a result of such hearing is to be 
made by order based on substantial evidence on record at the hearing. It 
will be seen that the certification process has now become a formal proceed 
ing under Section 5 because of the requirement that the certification be made 
on the record after opportunity for a hearing. This provision would, of 
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course, subject the proceeding to the procedural requirements and 
safeguards of Sections 7 and & of the Administrative Procedure Act. 

Section 5, of course, does not make a hearing mandatory. The 
primary emphasis is still placed on informal settlement of the con 
troversy. Subsection (b) of this section merely preserves the right of 
a formal hearing and the safeguards of Sections 7 and & in the event 
that the controversy cannot be determined by consent. 


Court Review 

The judicial-review section of H. R. 4277, as it was originally in 
troduced, was rather unorthodox from the standpoint of administrative 
law. H. R. 4277 is, like most legislation, the result of compromise of 
not wholly compatible views. Many of those who were interested in 
H. R. 4277 insisted on a judicial review that would give the court a 
broad discretionary authority to review the facts and to modify the 
regulation upon this independent review of the facts. I believe that 
this desire for a completely new judicial review was fostered in a 
large degree by the favorable experience of some groups arising from 
the trial de novo type of judicial review of orders of the Secretary of 
\griculture under the Perishable Agricultural Commodities Act 

In order to accomplish this objective, the following court-review 
procedure was written into the bill. The administrator would be re 
quired to file in the court a transcript of the entire record. The right 
to take additional oral testimony would be discretionary with the court 
The court was instructed to weigh the evidence before it de novo and 
to attach no presumptive force or effect to the validity of the order com 
plained of. The court was given exclusive jurisdiction to make findings of 
fact on the evidence with an order to the administrator to modify or amend 
his order in conformity thereto, or to affirm or set aside the order. 

Any attempt to impose on the regular constitutional courts the 
task of making an independent appraisal of the evidence and amending 
or modifying the regulations in a rulemaking proceeding would run into con 
stitutional difficulties.” The Supreme Court has held that a constitutional 
court cannot direct an administrative agency to modify or amend its 
administrative action, but that it has exhausted its remedy by re 
viewing the legality of the action, ard either affirming or setting aside 
the action.’ 

‘ Keller v. ‘Potomac Electric Power Com- "1 Federal Com munications Commission v 
pany, 261 U. S. 423: Muskrat v. U. 8., 219 Pottsville Broadcasting Company, 309 U. S 
U. S. 346; Scripps-Howard Radio v. Fed- 134 


eral Communications Commission, 316 U.S 
1 
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However, in the case of Keller v. Potomac Electric Power Company, 
the Supreme Court held that Congress could impose administrative 
functions upon the United States District Court for the District of 
Columbia. This decision was based upon the fact that this court serves 
in a dual capacity—as a constitutional court under Article III of the 
Constitution and also as a legislative court established under authority 
of Article I, Section 8 (17) of the Constitution, Although the adminis 
trative duties under consideration in the Keller case related directly to 
local functions of the District of Columbia, the principle has been 
affirmed and extended to administrative duties relating to the federal 
government in later cases. It should be noted, however, that in these 
cases there was no express consideration of the question of whether 
administrative duties relating to the federal government could be 
imposed upon this court.” Under these circumstances, the law cannot 
be said to be settled on this issue. 


Accordingly, in the draft of H. R. 4277, as it was originally in 
troduced, jurisdiction to review regulations under the bill was limited 
to the United States District Court for the District of Columbia. It is 
recognized that this judicial-review procedure was novel and untried. 
It was subject to the objection that it would have required litigants to 
come to the District of Columbia in order to obtain judicial review of 
orders promulgated under this proposed legislation. The policy of im 
posing this type of judicial review upon the District Court for the Dis 
trict of Columbia or upon any of the courts was opposed at the hearings 
on H. R. 4277 by Chief Judge Stevens of the United States Court of 
Appeals for the District of Columbia Circuit and by Judge James W. 
Morris of the United States District Court for the District of Columbia. 


Accordingly, the judicial-review provisions have been modified in 
the subcommittee print to accord more with traditional concepts. Juris 
diction is lodged in the United States courts of appeal. Review would 
be upon the basis of the record. The findings of the Secretary with 
respect to question of fact “shall be sustained if supported by substan 
tial evidence when considered on the record as a whole, including any 
report and recommendation of an advisory committee.” This last pro- 
vision, of course, is a restatement of the rationale of the decision of the 





’ Federal Radio Commission v. General terworth v. Hoe, 112 U. S. 50; U. 8. vw. 
Electric Company, 281 U. S. 464; Ex parte Duell, 172 U. S. 576; Baldwin 'v. R. 8 
Bakelite Corporation, 279 U. S. 438; But- Howard Company, 256 U. S. 35. 








ADMINISTRATIVE PROCEDURE PAGE 773 


Supreme Court in the Universal Camera and the Pittsburgh Steam- 
ship cases.* 
Chemical Additives—H. R. 4901 


The major portion of the time allotted for this paper has been de 
voted to a discussion of the administrative procedures under the pesti 
cide bill. The consideration of the chemical-additive bill—H. R. 4901 
will be rather summary. This has been done for a number of reasons. 
First, the pesticide bill has been considered rather thoroughly in 
Congress and, as a result, its provisions have been considered in detail. 

\ second reason is that much of what has been said in reference to the 
pesticide bill will also be applicable to the chemical-additive bill. 

In substance, H. R. 4901 prohibits the use of unsafe chemicals, or 
chemicals not adequately shown to be safe, in food. This is effectuated 
by proscribing the shipment of any such chemical in interstate com 
merce unless an application with respect to it has been permitted to 
become effective by the Secretary of Health, Education, and Welfare. 

The procedure outlined with respect to chemical-additive applica 
tions is similar in many respects to the procedure under the new-drug 


provisions of Section 505. 


Procedure 


The procedure is substantially this: Any person may file with the 
Secretary an application with respect to any chemical additive as de 
fined in the bill. The application is supported by prescribed informa 
tion upon which the Secretary's determination to permit or deny it to 
become effective will be made. Unless the Secretary issues a notice of 
hearing within 60 days or postpones action to not in excess of 180 days, 


the application automatically becomes effective. If the Secretary pro 
poses to deny the application, he is required to give the applicant 
an opportunity for a hearing. 

There are five types of orders which the Secretary is authorized 
to issue in carrying out his functions under the bill. These are (1) an 
order refusing to permit an application to become effective, (2) an 
order suspending the effectiveness of an application, (3) an order re 
fusing to terminate such a suspension, (4) an order permitting an ap 
plication to become effective and (5) an order revoking a suspension 
or arefusal to terminate a suspension. 

* Universal Camera Corporation v. NLRB, 


340 U. S. 474: NLRB v. Pittsburgh Steam- 
ship Company, 340 U.S. 498 
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The first three of these administrative functions would involve 
action adversely affecting the rights of an applicant. It is with regard 
to the administrative procedures and safeguards which apply to these 
functions that we are primarily concerned. 

The most important administrative function from the standpoint 
of the applicant would be administrative action refusing an application 
to become effective. As indicated, the bill requires that before this may 
be done the Secretary must give due notice to the applicant and afford 
the opportunity for a hearing. There is no specific requirement that the 
Secretary's action be based on the record made at the hearing, but 
there is a requirement that as a part of the order the Secretary make 
findings of fact. The legislative history of the Administrative Procedure 
Act clearly shows that the hearing requirement in an adjudicatory pro 
ceeding as distinguished from a rulemaking proceeding implies the 
requirement that the decision will be made on the record of the hear 
ing."° There appears to be little doubt that the proceedings pursuant 
to a new-chemical application are adjudicatory in nature. Procedure 
and function is almost identical with the new-drug procedure under 
Section 505, which is generally agreed to be adjudicatory in nature. 
Under these circumstances, the formal hearing requirements of Sec- 
tions 5, 7-8 and 11 of the Administrative Procedure Act would apply. 


Action by the Secretary, suspending the effectiveness of existing 


applications or refusing to terminate suspensions, may be made under 
the bill only after due notice and opportunity for a hearing. It would 
seem that since these types of administrative activity involve a change 
in vested property rights, the formal hearing requirements of Sections 
5, 7-8 and 11 of the Administrative Procedure Act would be operative as 
a matter of due process, as well as statutory construction, 


The bill also provides for the referral of an application to an ad 
visory committee at the request of either the applicant or the Secretary. 
The observations made in reference to the functions of an advisory 
committee in discussing the pesticide bill are equally applicable here. 
In the case of the pesticide bill, the advisory committee would be con 
sidering a proposed rule. In the case of the new-chemical bill, the 
committee would be functioning in an adjudicatory proceeding. How 
ever, I do not see that this should affect the function of the committee, 
since it would not appear to interfere with the procedural safeguards 
of the Administrative Procedure Act. 


” Attorney General’s Manual on the Ad- 
ministrative Procedure Act, p. 42. 
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In the latter portion of the bill there are some provisions and some 
phraseology which are not in keeping with the other portions of the 
bill and which could raise substantial questions. However, it is my 
belief that these provisions inadvertently crept into the bill. Beginning 
‘applicant” becomes the “petitioner” and the 


on page 9 of the bill, the 
“order” becomes the “regulation.” The right to protest the “regula 
tion” is given to any interested party. Except for these provisions 
there appears to be no doubt* that the procedure for acting upon 
applications would be adjudicatory in nature. However, the use of the 
term “regulation” and the giving to any interested party of the right 
to protest a regulation are not in keeping with the adjudicatory process. 
Neither is the right to protest in keeping with the provision that all 
data submitted to the Secretary in support of an application shall be 
considered to be confidential. It is my belief that when and if this 
legislation is considered in more detail, these incongruous provisions 


must be made to conform with adjudicatory process 


Court Review 


The type of court review provided is the same as that which was 
specified in the original draft of H. R. 4277 except that jurisdiction is 
lodged in the various United States district courts rather than only in 
the United States District Court for the District of Columbia. These 
courts are given jurisdiction to consider the record de nove, make inde 
pendent findings of fact, and modify or amend administrative action 
For the reasons which I have discussed earlier, the past decisions of the 
courts have indicated that this jurisdiction could be conferred upon the 

‘United States District Court for the District of Columbia. However, 


any attempt to impose these functions upon the constitutional district 


courts would, | believe, be quickly rejected by those courts. 


Conclusion 


| wish to express my appreciation to Mr. Dunn for not having asked me 
to discuss the substantive provisions or comment on the policy of these bills. 

The pesticide bill is designed to improve the existing procedures 
for establishing residue tolerances. It reflects the current thinking of 
the bench and the bar that many of our existing administrative pro 
ceedings are excessively long and cumbersome. 

The chemical-additive bill adapts the existing new-drug procedure 
to the new substantive purpose of regulating new-chemical additives 
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soth the pesticide bill and the chemical-additive bill make the use 
of advisory committees an integral part of this procedure. In order to 


accomplish these objectives it has not been necessary to carve out ex- 
ceptions from the Administrative Procedure Act. Rather, it is my 
belief that these procedures more completely effectuate the spirit and 
the purpose of the Administrative Procedure Act by placing primary 
reliance on the disposition of administrative matters through informal pro- 
ceedings where possible, but fully preserVing the rights and safeguards of 
determination through formal proceedings where that becomes necessary. 


[The End] 





TRADE REGULATION—MISREPRESENTATION 


Medicinal preparations . . . Advertisements should not claim that 
the use of a medicinal preparation eliminates the need for discretion or 
restraint in connection with overeating, excessive smoking or over- 
indulgence causing excessive gastric acidity, under the terms of a 
stipulation approved by the Federal Trade Commission. (Released 
November 1, 1953.) 

A company selling a medicinal preparation is prohibited from 
representing that one of its preparations constitutes a cure for psoriasis 
or will prevent its recurrence. Representations that the product has 
value in the treatment of psoriasis, except to the extent that it may 
afford relief from its external symptoms and manifestations, also are 
prohibited. (Initial order released November 8, 1953.) 


Cosmetic products and soap . . . A company engaged in the 
manufacture of a hair shampoo is prohibited from representing that 
its product will prevent baldness, or promote hair growth. The order 
against the manufacturer also prohibits misrepresentation as to the 
effectiveness of its soap as a cleansing agent and bars claims that its 
use will prevent cradle cap in babies, or impetigo. (Initial order released 
November 18, 1953.) 


Arch supports and shoes . . . A manufacturer of arch supports 
and shoes has agreed to desist from representing that its arch supports 
are universally endorsed by the medical profession or that they restore 
foot balance or body posture. The manufacturer also has agreed to 
desist from representing that its shoes promote foot health or that they 
are anatomically correct. (Released November 27, 1953.) 


Sun lamps .... A seller of sun lamps has agreed to stop adver- 
tising that use of its sun lamps helps build resistance to colds or winter 
ills. (Released November 28, 1953.)\—CCH Trane Recutation Reports 
{ 16,747; 11,549; 11,560; 16,750; 16,751. 














Conflict with Quackery 


By TOBIAS G. KLINGER 


A Particular Example of Evils Inherent in the Sale 
and Distribution of Worthless Drugs and Devices 
Points up the Thesis of This Speech Before the ABA 
Division of Food, Drug and Cosmetic Law August 25 


T IS A HIGH PRIVILEGE to be invited to speak at the annual 

meeting of the Division of Food, Drug and Cosmetic Law. My sense of 
privilege is heightened by the honored place which has been given 
me on this program and that I address you from the same platform 
from which you have heard—and will yet hear—-remarks from men 
who have contributed so much to the constructive development of this 
field of law. 


It is a commonplace to say that the habits and patterns of thinking 
conditioned by years of training and experience are not easily changed. 
I find myself somewhat in that position today, for it is from the years 
which | spent prosecuting food and drug law violations for the govern 
ment that I draw my theme today. In that capacity | had a first-hand 
opportunity to see, and sadly experience how much-—-frequently too 
much—must be done to prosecute food and drug cases properly. It is 
with this “too much” which must so often be done by those entrusted 
with the enforcement of this legislation that I am concerned today. 


The beguiling attractiveness which nostrums and quackery have 
for the gullible and the afflicted presents a constant challenge to the 
legislative, executive and judicial resourcefulness of the Nation. So 
great are the rewards, apparently, that no matter how diligent, how 
alert or how efficient the various law enforcement agencies may be im 
this field, there appear to be more and more worthless drugs and 
devices constantly reaching the bodies and pocketbooks of the ignor 
ant, the trusting and the sick. The various arms of the government 
dealing with the enforcement of this legislation are heavily burdened 


—— 
444 
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and their limited statis overtaxed in discovering, investigating and 
exposing violations and violators, and then seizing, enjoining and con 
victing in matters where there is no basis whatever for any difference 
of scientific opinion. 

Not only does the sale and distribution of such worthless articles 
increase the cost of government operation and take an incalculable toll 
from those victimized, but the successful prosecution of those who 
thus feed parasitically upon this vulnerable segment of the public has 
expensive and burdensome ramifications in the time which must neces- 
sarily be spent by scientists, physicians and others who must be used 
as witnesses at the trial in any of such actions. 

| have, to this point, been speaking in general terms of a problem 
which should, if possible, be solved with resultant benefit to society 
as a whole, But before turning to a particular example of the type 
of thing I have been describing, I wish to make it plain that in seeking 
to eliminate or lessen the problem to which I have adverted, | do not 
mean to be understood as suggesting or implying that any of our 
fundamental safeguards designed for the protection of all those accused 
of crime should be eliminated or in any way abridged. 

The case of U. S. v. Ruth B. Drown, an Individual Trading as Drown 
Laboratories, which was a criminal case brought under the Federal 
Food, Drug, and Cosmetic Act and tried in Los Angeles in the Southern 
District of California (Docket No, 21639) before the Honorable Harry 
C. Westover and a jury in September, 1951, is a striking illustration 
of what | have in mind. Since the time that case was tried, and a con 
viction fortunately obtained—and, I might add, affirmed by the Court 
of Appeals for the Ninth Circuit '—I have had occasion to discuss the 


4 Drown et al. v. U. 8., CCH FOOD “198 F. (2d) 999 (CA-9, 1952), cert. den., 
DRUG COSMETIC LAW REPORTS ¢ 7240, 344 U. S. 920. 
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facts and the evidence with many persons in all walks of life. It has 
been my experience that almost without exception when the story is 
unfolded to them they consider it funny, even ridiculous, that anyone 
would fall for anything like the Drown therapeutic instruments which 
were involved in this prosecution. They always act as though merely 
a description of such alleged therapeutic and diagnostic qualities 
should have been enough to inform anyone at once that it was all utter 
nonsense. They simply do not understand the cleverness of the appeal 
which is made through the overtones of mystery and ultra-advanced 
science, and the tremendous attraction which these appeals have for 
those unhappy individuals who are in the group toward whom the 
appeal is directed. 

Let me tell you something about the case and its background. 
The defendant, Dr. Drown, is a female chiropractor who has done 
business for many years in Hollywood, California. She manufactures, 
sells and uses in her practice a number of devices for which she claims 
some very remarkable therapeutic and diagnostic properties. For ex 
ample, the Drown Radio Therapeutic Instrument was represented as 
capable of eliminating a lump in the breast and preventing cancer 
therefrom, and as efficacious in treating kidney and bladder complica 
tions, carcinoma of the right kidney, fibrous adhesions in the brain, 
explosions in the right ear when falling asleep, constipation, head 
aches, abcesses, loss of speech and memory, and many other conditions, 
surpassing any other known method of therapy. 

At this point, others to whom I have described these claims al 
ready have had on their faces superior smiles, as though no one in his 
right mind would believe any such thing even for a moment. But | 
can tell you that there was a courtroom filled with apparently normal 
people who did—and were convinced, beyond any possible persuasion 
to the contrary, that Dr. Drown was 100 years ahead of her time and 
was being persecuted by misguided disbelievers. 


jut there is more, Another Drown instrument, in a larger box, 


was represented as having not only all of the therapeutic qualities 
which I have mentioned, but also extraordinary diagnostic capacities 
such as the ability to measure the functions of the body and its various 
parts, count blood cells, analyze urine, ascertain blood pressure and 
body temperature, and uncover many obscure conditions simply by 


“tuning” into the body. 
These devices use no commercial electricity. They were repre 
sented as employing the patient’s own body energy in diagnosis, rem 
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edy selection, and treatment. What is meant by “body energy”? That, 
according to the defendant, is the “electro-magnetic force which is 
generated by the combination of the minerals and the fluids in the body 
as well as the total life force, which is an invisible light ray just past 
the white light in the spectrum, as the infra-red is beneath the spec- 
trum.” How Dr. Drown was able to know of the existence of such a 
light ray and its exact location in the spectrum when it is, by definition, 
invisible is, of course, not disclosed. 

Added to this invisible light ray was an equally unfounded and 
invisible theory of vibration which was basic to the alleged operation 
of these devices. Dr. Drown’s statement is that “under the laws of 
vibration, each individual has a rate of vibration peculiar to himself. 
In addition, each organ, gland, etc., in the body has its own rate of 
vibration. Likewise various diseases all vibrate to specific rates.” 

In treating a patient, Dr. Drown asserted that her device “tunes 
into” and captures the body energy emanating from the patient and 
sends that energy back to the diseased area of the patient’s body at 
the vibration rate previously found in diagnosis as being appropriate 
for the treatment of that particular area. This focuses the body energy 
on that area and steps up the vibrations in that particular spot. As a 
result, the diseased cells, Dr. Drown tells us, “automatically fall away 
since disease cannot live in the higher rate of vibration.” One might 
think. that this would be enough to convince any rational person of the 
utter worthlessness of these devices. But there is more, and yet many 
were not convinced. 

Both diagnosis and treatment, Dr. Drown claimed, could be ac- 
complished either directly or by what she called “remote control.” 
When the patient is physically close to the instrument, two pieces of 
metal attached to wires plugged into the instrument are placed upon 
the body, one on the feet and the other on the stomach. A drop of the 
patient’s blood—and this drop of blood may be new or 20 years old 


on blotting paper is placed in a slot in the device, and an unopened 


ampul said to contain one of several chemicals may be placed in a 
well on the face of the device. 
When the patient is not physically close to the device, the two 
pieces of metal are clamped together with a drop of the patient’s blood 
old or new—on blotting paper between them. The patient then can 
be anywhere in the world, even thousands of miles away, yet be com- 
pletely diagnosed and receive treatment. It is wholly immaterial that 
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the patient’s sex, symptoms and medical history are unknown to the 
operator of the device 


Facts of Instant Case 


Now, let me tell you something of the tragic story which led to the 
institution of this prosecution. A woman by the name of Mrs, Edgar 
C. Rice, who lived in a suburb of Chicago, in April, 1948, discovered 
a lump in her breast. She went to her family physician who suspected 
a possible carcinoma, and suggested an immediate biopsy. Instead, this 
unfortunate woman went to see Dr. Drown who was visiting in Chicago 
at the time. Dr. Drown examined Mrs. Rice with one of the Drown 
instruments and concluded—without a biopsy——that the lump was not 
cancer, but was caused by a fungus growth that had spread through 
her digestive system into the liver. She recommended treatments with 
the Drown Kadio Therapeutic Instrument by a Chicago doctor who had 
one in his possession. 

Such treatments were then given to Mrs. Rice by this physician 
directly and through “radio control” until October, 1948, when Mr 
Rice went to Los Angeles and purchased one of the instruments for 
Mrs. Rice and received a leaflet containing dial settings for Mrs. Rice’s 
use in treating herself with the instrument. Mrs. Rice then used this 
instrument to treat the lump in her breast, directly and through “radio 
control,” for approximately one year. 

During the year Dr. Drown made several diagnoses of Mrs. Rice 
by “remote control” and, lest I be misunderstood, | mean while Dr 
Drown was in Hollywood, California, and Mrs. Rice was in Blue Island, 
Illinois. In March of 1949, Dr. Drown wrote to Mr. Rice stating that 
her long-distance diagnosis showed some improvement in Mrs. Rice's 
condition. Since Mr. Rice had written that his wife was not feeling at 
all well and was becoming somewhat discouraged, Dr. Drown con 
cluded her letter by saying: “Mrs. Rice must realize if she is to get 
well, she must swing her attention on to the work and put every 
effort forth to get well.” 


In August of 1949, Mr. Rice called Dr. Drown on the long-distance 
telephone advising her that Mrs. Rice’s condition appeared worse 
Dr. Drown responded by letter suggesting that Mrs. Rice have the 
breast removed. Subsequently, Mrs. Rice did consult a physician, but 


by that time she was no longer operable. At the time of the trial in 
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September of 1951, Mrs. Rice was still lingering on, although bed- 
ridden and unable to leave her home or travel to Los Angeles to 
appear as a witness. 

Now let's take a look at the government’s evidence. While I am 
giving you a brief description of the government's case, try to visualize 
the time and effort which were involved in the preparation of such 
testimony, and attempt to estimate the cost—in dollars to the govern- 
ment and, hence, to all of us-——of proving what would appear to be an 
obviously worthless device to be actually worthless. 


The government’s witnesses included some of the country’s out- 
standing men of science with specialized training and experience in the 
fields of physics, electrical engineering, radiology, physiology and 
pharmacology, urology, cancer, thoracic surgery, and physical medi- 
cine. Two eminently qualified witnesses had taken the instruments 
apart, studied their circuits, and testified as to their physical properties. 


Dr. Moses Greenfield is a physicist who did research for the Navy 
during the war, represented the Navy at the Bikini atom-bomb ex- 
periment, did research in physics with North American Aviation after 


the war, is associated with the School of Medicine at the University of 
California at Los Angeles in the field of atomic energy, and is a con- 
sultant to the Atomic Energy Commission. Dr. Greenfield testified 
that both the Drown Therapeutic Instrument and the Drown Diagnostic- 
Therapeutic Instrument were identical in function and that, essentially, 
each device consisted merely of a length of wire with two dissimilar 
metals as electrodes at either end. When the circuit is completed by 
placing the electrodes in contact with the human body or with any 
other conductor of electricity, a minute flow of electrical current is 
generated between the two metals, and this minute flow is measured 
by a microammeter in the device. Dr. Greenfield demonstrated this at 
the trial by using first a glass of water and then a damp piece of 
blotting paper as the electrical conductor instead of the human body. 
This is, in effect, the way in which a simple chemical battery operates 
and this is substantially what the defendant’s devices were. 

Dr. Greenfield testified categorically that the devices were wholly 
incapable of detecting, measuring or transmitting electromagnetic 
radiation of any kind. 

*arenthetically, it may be of interest to note that when Dr. Drown 
herself took the stand in her defense she perhaps unwittingly cor- 
roborated the testimony of Dr. Greenfield by using a lemon as the 
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electricity conductor. However, when she dramatically stuck the elec- 
trodes into the lemon and the minute flow of electrical current flow- 
ing between the two dissimilar metals registered in the microammeter 
she announced in hushed tones to those assembled in the courtroom: 
“This is the life of the lemon.” (Record, Volume IV, page 907.) 


The government also produced, in connection with the structural 
and physical properties of defendant's devices, Mr. Robert J]. Stratton, 
who is a radio engineer for the Federal Communications Commission 
with extensive experience in electrical engineering with the commis 
sion and the Columbia Broadcasting System. He took apart the two 
devices which were in evidence and made a diagram of each of the 
circuits. Mr. Stratton’s description of the operation of these devices 
coincided with that of Dr. Greenfield, and he declared that they were 
incapable of measuring or transmitting radio waves. It is now some 
what amusing to note that when Mr. Stratton took the instrument 
apart he found that but for the circuit there was absolutely nothing 
in the instrument boxes. 


Mr. Stratton also testified—and I think this is worthy of mention 
in connection with the thesis which I am seeking to develop—that he had 
had occasion to investigate Dr. Drown’s activities four years earlier, 
in 1947, on behalf of the Federal Communications Commission to ascer 
tain whether radio waves were emanating from any of her devices. He 
determined then that none of her equipment could possibly radiate 
anything. He testified that at the time he visited Dr. Drown’s place 
of business in Hollywood he was informed by Dr. Drown that she was 
then giving a long-distance treatment to a patient in another city dis 


solving the patient’s gallstones—-presumably by inserting an unopened 


ampul of hydrochloric acid in the well of one of her devices and 


“tuning” into the patient’s gall bladder by means of a blood sample of 
the patient previously left with or delivered to her. 

Six other witnesses, each of them an authority in a specialized 
field of medicine, testified on behalf of the government regarding the 
merits of the Drown instruments. They were, of course, unanimous 
that these instruments were utterly worthless in the diagnosis or 
treatment of any disease. 

Dr. Elmer Belt, a prominent physician and urologist and a member 
of the California State Board of Health for eight years, in addition to 
giving it as his opinion that the Drown instruments were useless for 
the diagnosis or treatment of any disease condition, pointed out some 
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thing which bears repeating lest we forget the more somber aspect of 
cases of this character. He testified: 

These things would be laughable if they were not so dangerous. . . . to 
pretend to treat carcinoma of an organ after it has been recognized, by any 
hocus-pocus method such as this endangers the life of the individual. It is 
well known that the only curative method for the treatment of cancer is usually 
a complete eradication of the cancer by surgery. To delay the treatment of cancer 
is equivalent to writing a sentence of death for the patient. [Record, Volume I, 
page 109.] 

I am advised that Mrs. Rice died at her home in Blue Island, Illinois, 
on November 17, 1952, and that her death certificate indicates the 
cause of death as “Carcinomatosis-—4 years.” 


Tests Conducted at University of Chicago 


One of the other medical witnesses brought here to testify on be 
half of the government was a Chicago physician specializing in the 
field of radiology, Dr. James W. J. Carpender. He not only gave his 
expert medical opinion as to the worthlessness of the Drown diagnostic 
device, but also related his personal observation of tests conducted 
upon a similar instrument at the University of Chicago on Necember 
31, 1949, by the defendant herself. 

The tests were carried on by the defendant in the presence of 
representatives of the university. Samples of the blood of ten persons 
were obtained by the university, dried on small pieces of filter paper 
“ach of which was identified only by a number. The university re- 
tained a separate record regarding the known physical condition of 
each of these persons. 

The first blood sample selected was “No. 6.” Dr. Drown placed this 
sample in her machine and operated the machine for about an hour. 
She concluded that the patient had a Type IV cancer of the left breast 
which spread to ovaries, uterus, pancreas, gall bladder, spleen and 
kidney; that she was devoid of vision in her right eye; that her blood 
pressure was 107 over 71; that the ovaries were not producing ova; 
and that the following structures showed reduced function—pancreas, 
adrenal, pituitary, uterus, right ovary, parathyroid, spleen, heart, liver. 
gall bladder, kidneys, lungs, stomach, spinal nerves, intestines, ears, 
right eye. Records of the university showed that the patient had tuber 
culosis of the upper lobe of the right lung. 

With respect to the second blood sample, “No. 10,” Dr. Drown 
concluded the patient had dilated pulmonary veins, diseased heart 
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valves, blood pressure of 127 over 80, normal function of both a uterus 
and a prostate gland, and low function in the following : pituitary, pulmonic 
and tricuspid valves, gall bladder, stomach, spleen, parathyroids, 
pancreas and kidneys. Records of the university showed that the 
patient, a male, had a bleeding marginal ulcer secondary to gastro- 
enterostomy. His heart was normal. Dr. Carpender took the patient’s 
blood pressure on two occasions on the afternoon when Dr. Drown 
conducted the tests. He testified that the pressure of the right arm on 
one occasion was 218 over 138 and on the other, 230 over 135. He also 
testified that the pressure of the left arm was 220 over 140 on one occa 
sion, and 240 over 135 on the other. 


With respect to the third and last blood sample worked on by 
Dr. Drown—“No. 1°—Dr. Drown reported that the patient had an 
ischiorectal abscess, serious trouble with the prostate which was prob- 
ably carcinoma with spread to urethra and the pelvic bones, loss or 
nonfunction of the left testicle, blood pressure of 166 over 78. Dr. 
Drown concluded that the prognosis or prediction of life expectancy 
in this patient was extremely poor. Records of the university showed 
that this patient was a healthy young male physician whose blood 
pressure was not elevated. Dr. Carpender did another physical ex 
amination on this person a year and nine months later, just before 
coming to Los Angeles to testify. He found no evidence of disease. 


In short, as the report of the university committee stated : 


In the three patients that she attempted to diagnose, Mrs. Drown registered 
spectacular failures. . . . Her technique is to find so much trouble in 
so many organs that usually she can say “I told you so” when she registers 
an occasional lucky positive guess. .In these particular tests, even this luck 
deserted her. 


Now you would think that with all this, the result would be an 
obvious and foregone conclusion and that there could be no defense 


of any consequence. One would probably expect to find the defendant 
parading a stream of crackpot, lunatic-fringe witnesses to the stand 
who would testify that they were diagnosed and saved at death's door 
by Dr. Drown and her devices after all medical science had given 
them up for lost. The core of the defense was what is generally re 
ferred to as “user” testimony, but the witnesses did not fit into the 


crackpot, lunatic-fringe classification. Among the witnesses who took 
the stand in her behalf, and solemnly proclaimed the ultrascientific 
merits of these instruments, were a prominent clergyman, a deputy 
district attorney, the dean of a prominent chiropractic college, a 
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practicing physician, a writer of fiction, the mother of a prominent 
motion picture actor, an inventor with a science degree from Princeton, 
and the then president of the Los Angeles Board of Education. In 
addition, there was a variety of other witnesses from all walks of life 
who testified in the same vein. 

Time does not permit a detailed description of the fantastic cures 
attributed to treatment with the Drown devices both directly and by 
remote control. But brief mention of some of the high lights of the 
cross-examination of certain of these witnesses may be useful. 


Our cross-examination of these witnesses took two main lines: 
one, to demonstrate by the various ways in which these users employed 
the device, that it was meaningless and, the second, to heighten and 
emphasize the bizarre nature of the defendant's theory and claims. 
Thus, it was developed from one witness that when she was receiving a 
remote-control treatment she had a funny feeling in her stomach, an 
other felt only a general uplift, while others felt absolutely nothing 
one way or the other. One witness testified that when she treated 
herself with the Drown device she put the blood sample on the foot 
pad and connected one wire. Another clipped the blood sample to 
the foot pads and tied the wires together. Two witnesses testified 
that they didn’t use the electrodes at all, although one had the “family 
model” (an instrument on which two members of a family could receive 
treatment at the same time) which he used “regularly.”” The president 
of the school board thought that the instrument was so delicate and 
complicated that she was afraid to touch it. 


Illustrating the other line of cross-examination, the Atlas of Drown 
Radio Therapy, intended for the use of practitioners employing the 
Drown devices, has this interesting passage on page one: 


Let us say here for the benefit ef those who do not know, that any patient 
who is weak and depleted should never take shower baths and stand in the 
water over the drain, because the patient’s magnetism is washed down with 
the water through the drain, leaving him depleted. Also, a weak patient, after 
having had a tub bath, should leave the tub and have someone else drain the 


water and clean the tub. If it is necessary to do this himself, he should leave 


the tub and put on a robe before starting to drain the tub, Too many people 
sit in the tub and drain the water while finishing the bath, and their own mag- 
netism is drained through the drain pipes to the ground, leaving the patient 
with that much less reserve. 

At the trial | saved this passage for the husband of the president 
of the school board who had been a practicing chiropractor and de- 
clared himself to be a disciple of Dr. Drown. After some preliminary 
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questions | read him this statement from the Drown atlas and asked 
him whether he agreed with it. As the statement was read, a dead 
silence fell in the courtroom while every person strained to hear every 
word of this remarkable theory of what we called “magnetism-down- 
the-drain.” As soon as | had finished, Dr. Allen answered in staccato, 
rapid-fire fashion : 

I never take shower baths when I can take a tub, and when | take a tub 
| usually let the cold water run into the tub before I get out, because that is 
your source of pure energy coming right from the springs and the source. When 
you connect up the water, there is a great conductor of electricity, and when 
you connect with the sewers, you can pick up the gases and poisons that are 
in the sewers. And I get out of the tub before leaving the water out, and | 
clean the tub with a long-handled brush. I don’t get down and rub it with a 
rag. [Record, Volume II], page 683.] 


When the school board president took the stand and testified ex 
tensively about the miraculous results she had had with this device 


both as to herself and her family, we decided that the cross-examina- 
tion would follow the second line of approach and see to what fantastic 
limits she would go in her sworn testimony. After she testified on 
cross-examination that she never touched the device because she was 
not a doctor, but that usually her husband would set the dials on their 
home instrument for remote-control treatments, the cross-examination 
proceeded (Record, Volume II], pages 785-788) : 


“QQ. In your case, your husband does it for you? 

“A. Yes. 

“QO. All right. Does your husband put a drop of your blood on a piece ot 
blotting paper or a piece of gauze, whatever is used ? 

“A. It is blotting paper. Oh, yes. 

“(. Blotting paper, and you insert that in the instrument’ 

“A. Yes, indeed. He has that on file because if we should be in a terrific 
accident at some point it is a lifesaver. 

“Q. I see. If you should be in a terrific accident. Well, no matter where 
in the world, I take it, for that matter ? 

“A. That is right; anywhere in the world. 

“QO. Your husband or Dr. Drown, upon receiving word of that accident, 
could insert your blood sample in the device, and that would do what? 

“A. It would diagnose what was the trouble and send the treatment, sit 
It is done every day. 

“CQ. And if you were in this terrible accident, let us say, in Moscow—the 
rays goto Moscow, don’t they? 

“A. Tf they get through the Iron Curtain, I suppose 

“QO. Yes. The Iron Curtain would not stop those rays” 


“A. No. The Iron Curtain is an ideological one. 
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“CQ. And you suffered a broken leg and a fractured skull and were hemor- 
rhaging, let us say, somebody who was not so badly injured would call Dr. 
Drown on the telephone and say you had been in an accident, but not tell her 
what damage you had suffered, and by inserting your blood sample you would 
immediately start receiving the treatment, because she would diagnose your 
injuries from the blood sample and also be able to give the proper treatment? 

“A. Oh, sir, | believe that is so true because I have practically had that 
experience. 

“CQ. That is exactly what happens? 

“A. Yes. 

“QO. So your testimony is, I take it, that a diagnosis is made trom the blood 
sample in Hollywood, no matter where you may be in the world, and that Dr. 
Drown, knowing what it is that is troubling you, whether you have had an 
automobile accident or are suffering from a cold, and from the blood sample 
that Dr. Drown [has, she] is able to tell whether you have had an automobile 
accident or are suffering from a cold or a sinus attack and would be able to 
prescribe the proper treatment and send it out to you by remote control or 
broadcast as it is called? 

“A. There are many facets of everything you have mentioned there, If 
you break it down to about three parts, because the way you are saying it, sir, 
with all due respect, it makes it sound like black magic or something and rather 
minimizes it. ; It is not black magic. It ts science 


| could go on probably until the early hours of the evening multiply 
ing the incidents with which this trial was replete, each of which would 
heighten the fantastic and ridiculous nature of the device, the claims 
and the testimony adduced by the defense. The entire matter would 


be funny if it were not so tragic and costly. 


Consider for a moment the serious nature of the public-health 
hazard involved, as exemplified by the unfortunate Mrs. Rice. You some- 
times hear, both in the courts and in the street, that a particular drug or de- 
vice although worthless, should not be given serious attention because it is 
harmless. But a moment's reflection will lead to the same conclusion which 
the court of appeals expressed in affirming Dr. Drown’s conviction: 


She argues that the use of her instruments “could not possibly harm any 
human being.” While the instruments may be harmless in themselves, their 
danger lies in the possibility that “ignorant and gullible persons are likely to 
rely upon them instead of seeking professional advice for conditions they are 
represented to relieve or prevent” United States v. Kordel, 164 F. (2d) 913 (7th 
Cir. 1948), affirmed, 335 U. S. 345; See Ewing v. Mytinger and Casselberry, Inc., 
339 U. S. 594, 600 (1950). In this broader sense appellant's instruments can 
not be considered harmless.” 


The suffering and death of Mrs. Rice, who temporized with a 
“harmless” device, underscores the wisdom of the court's observation. 


> Cited a at ‘footnote 1, at p. ~ 1006. 
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In addition to the public-health hazard involved, consider the 
enormity of the economic fraud being practiced upon those who seek 
the aid and promised relief of these nostrums and quack devices. There 
was testimony in the Drown trial that over a period of years Dr. Drown 
had treated some 17,000 patients. Multiply Dr. Drown by a thousand, 
or two thousand or perhaps ten thousand others peddling both fraudu 
lent drugs and devices and you have some idea of the actual monetary 
tribute being levied upon the gullible, the ignorant and the afflicted. 

No accurate records were kept of the actual expenditure of funds 
by the government in investigating and prosecuting Dr. Drown and 
sustaining her conviction through the courts. But it is certainly a con 
servative estimate to say that this cost was in excess of $50,000. There 
is also the loss to society—-which cannot be calculated in dollars and 
cents—in the time and effort which must be devoted to these matters 
by public servants, courts, juries, scientists, investigators, witnesses 
and a whole host of others necessarily involved. 


Can Such Criminal Cases Be Lost? 


Bear in mind that with all this expenditure of time, effort and 
money and the patently worthless character of the devices involved, 
a criminal case like this can be lost. There is no guarantee that the 


12 jurors in a criminal case will see the light as obviously as the 


prosecutor believes he does. If you doubt whether such a case can 
actually be lost, remember that if one juror should refuse to agree to a 
guilty verdict, the case might end in a hung jury, which is generally 
just as bad. This would require again very nearly the same expendi 
ture of time, money and effort. Underlining this ever-present possibil 
ity is the fact that the jury in the Drown case, because of the uncertainty 
of one juror, deliberated for seven hours before reaching its guilty verdict. 

What, then, can be done to lighten, at least to some degree, this 
heavy burden without tinkering with any of the safeguards available 
to defendants in criminal cases under our system of jurisprudence and 
without stifling or impairing legitimate and useful scientific research ? 

It is suggested that as a substantial first step, Congress take a leaf 
from various states which have enacted food and drug legislation and 
amend the Federal Food, Drug, and Cosmetic Act, by adding to it a 
provision similar to that contained in the California Pure Drugs Act. 


Thus, Section 26286.5 of the California Health and Safety Code 
provides: 
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The advertisement of a drug or device represented to have any effect in 
any of the following diseases is unlawful and prohibited: Albuminuria, appen- 
dicitis, arteriosclerosis, blood poison, bone disease, Bright’s disease, cancer, 
carbuncles, cholecystitis, diabetes, cataracts, diphtheria, dropsy, erysipelas, gall- 
stones, heart and vascular diseases, high blood pressure, mastoiditis, measles, 
meningitis, dental caries, mumps, nephritis, otitis media, paralysis, pneumonia, 
poliomyelitis (infantile paralysis), prostate gland disorders, pyelitis, alcohol- 
ism, erosion, periodontal diseases, epilepsy, goiter, scarlet fever, sexual impotence, 
sinus infection, small pox, encephalitis, tumors, typhoid, uremia, venereal dis- 
ease, whooping cough, tuberculosis, ulcers of the stomach, and varicose ulcers. 

Although the California statute seems to limit these prohibitions 
to advertisements, another provision defines “advertisement” (Section 
26209) to include all representations on the container and, once the 
principle is accepted, there would appear to be no valid reason why 
any suggestion to the lay public, whether by advertisement or other- 
wise, that any drug or device was effective in curing any of the enu- 
merated conditions should not be prohibited. 

These prohibitions, so far as the federal Act is concerned, could 
be decided upon after hearings which would establish the conditions 
which, in the present state of medical science and knowledge, cannot 
be treated successfully at all or cannot be treated by self-medication or 
self-treatment without danger and hazard to the patient. 

It can be readily appreciated how a provision such as this, had it 
been a part of the federal Act at the time of the Drown prosecution, 
would have greatly simplified the task of enforcement. It would only 
have been necessary to establish that claims for the cure of certain of 
these disease conditions were made by the defendant, and rest. How 
much simpler and more efficient that would have been, and the same 
thing would be true in many other cases throughout the country. Not 
only would this lead to the savings which I have mentioned, but the 
presence of such a provision, and the knowledge that it may be easily 
and effectively applied, would certainly tend to discourage promoters 
and quacks who would prey upon the public in this field. 

So that the matter might be flexible to accommodate advances in 
medical science which result in any of these enumerated disease condi- 
tions becoming susceptible of safe self-medication, and administrative 
procedure similar to that existing in California might be established. 
The California statute provides on this subject (Section 26273) : 

Whenever the board (State Board of Public Health) determines that an 
advance in medical science has made any type of self-medication safe as to 


any of the diseases named in Section 26286.5, the board shall by regulation 
authorize the advertisement of drugs having curative or therapeutic effect for 
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such disease, subject to such conditions and restrictions as the board may deem 
necessary in the interests of public health. 


To make it plain that the prohibition applies only to the making of 
such representations to the lay public, the Congress might enact a pro 
vision similar to Section 26272 of the California Health and Safety Code: 


An advertisement . . . (which is not false or misleading in any material 
particular) . . . is not prohibited under Section 26286.5 if it is disseminated 
only to members of the medical, dental, pharmaceutical, or veterinary profes 
sions, or appears only in the scientific periodicals of these professions, or is 
disseminated only for the purpose of public health education by persons not 
commercially interested, directly or indirectly, in the sale of such drugs o1 
devices. 


Timeliness of Suggested Amendment 


This suggestion ts neither radical nor novel. Many of the state 
statutes contain similar provisions,*® and similar provisions were con 
tained in bills before Congress prior to the enactment of the present 
Federal Food, Drug, and Cosmetic Act in 1938.4. They were deleted 
at that time, probably because it was felt that the new statute was 
already going much further than the act it replaced and that it would 
be best to await the development of experience under the new legisla 
tion before taking another step forward. Ample time has now passed 
and our experience is sufficient to justify this further step in the public 
interest. While I would not wish you to underestimate the significance 
of such an amendment to the Act, yet it would certainly be no panacea 
and would by no means eliminate all nostrums and quackery. There 
would still be far too much room for those so inclined to peddle their 
illicit wares and reap all too rich a harvest. It would, however, at least 
to some extent, demarcate areas, in the public interest, where self 
medication is indisputably hazardous ; discourage this type of fraudu 
lent promotion; and lessen the dissipation of funds and energy in the 
fight against patent frauds in the never-ceasing conflict with quackery. 


[The End] 


* Connecticut—General Statutes of Con- *S. 1944, 73d Cong., Ist Sess., Sec. 9(c) 
necticut, Revision of 1949, Vol. 2, Sec. 3950 Dunn, Federal Food, Drug, and Cosmetic 
Florida—Florida Statutes Annotated, Sec. Act, p. 42; S. 2000, 73d Cong., 2d Sess., 
500.1912): Indiana—Burns Indiana Statutes Sec. 9(c)—-Dunn, work cited, p. 58; S. 2800, 
Annotated (1949), Sec. 35-3107: Louisiana- 73d Cong., 2d Sess., Sec. 9(¢)—Dunn, work 
West's Louisiana Statutes Annotated (1951). cited, p. 77: S. 5. 74th Cong., Ist Sess., 
R. S. 40:625(B): New Mexico—New Mexico Sec. 601(b)—Dunn, work cited, p. 200 
Statutes Annotated (1941), Pocket Supple- S. 5, 74th Cong., 2d Sess., Sec. 601(b) 
ment, Sec. 71-652(b): Virginia—Code of Dunn, work cited. p. 541: S. 5, 75th Cong 
Virginia (1950), Sec. 54-468(2). Ist Sess.. See. 3(4)—-Dunn, work cited 
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CHARLES WESLEY DUNN Discusses 


Amended Factory-Inspection Law 
of the Federal Food, Drug, and Cosmetic Act 


The Two Distinct Parts of the Amended Law of Section 704 of the 
FDC Act Were Delineated and Significantly Analyzed as the General 
Counsel of the American Pharmaceutical Manufacturers’ Association 
Addressed Its Midyear Meeting in New York City December 7, 1953 


66 HE most important legislative development to the food, drug 

and cosmetic industries during the past year was the amendment 
of the factory inspection law in the Federal Food, Drug, and Cosmetic 
Act, effective on August 7. This is my first opportunity to discuss 
that amended law, at an APMA meeting. Consequently I will now 
review it, to explain and clarify its meaning and to add significant com- 
ments ; and I will do so from a legal standpoint. 


1 

“The law before us is found in section 704 of the FDC Act. It 
authorizes an FDA inspection of related establishments in particular, 
to enforce this Act. They are domestic establishments wherein foods, 
drugs, devices or cosmetics are manufactured or held for introduc- 
tion into interstate commerce, or which are held thereafter. Hence this 
law thus reaches all wholesalers and retailers of such products, in 
addition to their manufacturers ; but it is mainly drawn from the stand- 
point of the latter. 

“The FDA inspection authorized by this law was originally in 
tended to be compulsory; but in the Cardiff case our Supreme Court 
decided (just a year ago) that it is a voluntary one instead. While that 
decision was legally correct, it practically emasculated the initial law 
of section 704. Therefore Congress amended it, to restore the com- 
pulsory force of its FDA inspection authority; and this action was 
industrially approved. In doing so however Congress further amended 
this law, to assure a due and limited exercise of that authority ; and to 
require its beneficial use as well. 
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“The amended law of section 704 is divided into two distinct parts. 
The first part is the basic law, to authorize a compulsory FDA inspec 
tion of the above establishments; and it is the one I will discuss. It 
first authorizes an FDA inspector to enter any such establishment at 
reasonable times, upon presenting appropriate credentials and a writ 
ten notice (which are not defined) to a responsible person or agent in 
charge; and it then authorizes him to inspect the establishment and 
all pertinent equipment, finished and unfinished materials, containers 
and labeling therein, at reasonable times and within reasonable limits 
and in a reasonable manner and with reasonable promptness. A sep 
arate notice must be given for each inspection, but not for each entry 
in it. This basic law is exactly the same as the old one in section 704, 
in thus defining the practical application of its inspection authority : 
and it mainly differs from such law, in its requirement that this author 
ity must be exercised within reasonable limits and in a reasonable 
manner, Moreover this law invites two preliminary comments. They 
are: (a) the FDA must strictly comply with its jurisdictional require 
ment of credentials and notice, which it cannot legally waive; and (>) 
while this law has a compulsory effect, it does not authorize an FDA 
inspector to enter an establishment by force. Rather it is enforced by 
making the refusal of an authorized inspection a criminal offense under 
the FDC Act. 


“The second part of the amended law in section 704 is a comple 
mentary one. It directs the FDA inspector to give an inspected estab 
lishment a written and spot report of insanitary conditions and 
unwholesome products, assertedly found by him; but I note that he is 
not required to give a report otherwise or where the inspection satisfies 
him. The complementary law also directs that when the FDA in 


spector takes any sample in his inspection of an establishment, he 


must give it a descriptive receipt; and ! later discuss the question 
whether he is authorized to take a compulsory sample. This law fur 
ther directs that if the FDA inspector then takes a sample of a food 
for an analysis whether it is unfit, the establishment must be promptly 
given a copy of the analytical results ; and | emphasize that this require 
ment does not also reach devices, drugs and cosmetics. The law finally 
prohibits a reference to any aforesaid report or analysis in the labeling, 
advertising or other sales promotion of the products concerned; in 
order to prevent its commercial exploitation. And I should add the fol 
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lowing general comments on this complementary law: it stresses the 
sanitary importance of the basic law; it greatly benefits manufacturers, 
by providing them with information for a due compliance with the 
FDC Act; but they remain subject to a criminal prosecution under 
this Act, for any violation thus discovered. 


“T will now devote the remainder of my discussion to the key 
basic law, which authorizes a compulsory establishment inspection by 
the FDA. This is manifestly a strong and just law, as it is written; 
and it clearly presents two major legal questions. The first question 
is whether this law is inherently a valid enactment, under the United 
States Constitution; and it demands an affirmative answer. For the 
law is one having a legitimate necessary purpose, to exclude harmful 
articles from interstate commerce in order thus to safeguard the public 
health and national economy. Moreover this law does not violate the 
commerce clause in article one, because it only regulates articles manu- 
factured or held for introduction into interstate commerce, or which 
are held thereafter. Likewise this law does not violate the clause in 
the fourth amendment against unreasonable searches and seizures, 
because it instead authorizes an administrative inspection which is 
explicitly required to be reasonable. Furthermore this law does not 
violate either the due process or the self-incrimination clause in the 
‘fifth amendment, for the same general reasons. The fact is that Con- 
gress has enacted many analogous inspection laws down the years, 
which the Supreme Court has sustained on occasion; and a striking 
example in point is the Federal Meat Inspection Act, which is far 
more drastic. For it authorizes an advance government inspection 
and approval of all meat food products for interstate commerce, on a 
day or night basis; it has been effective for nearly half a century ; and 
the Supreme Court has declared it valid. In addition scores of like 
state and municipal inspection laws have been enacted and sustained. 
But I add that the basic law of amended section 704 may become 
invalid, by its unreasonable administration and in the important en- 
forcement situation later described. 


“[ should pause here to note that when this law was originally 
before the House a minority effort was made to convert its inspection 


proceeding into a search warrant procedure, which was overwhelm- 
ingly defeated by a 100 to 22 vote. As thus revised this law would 
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have sanctioned an FDA inspection of an establishment where it is 
refused, only pursuant to a discretionary court (etc.) order upon a 
strict government showing by affidavit that such establishment ts 
probably violating the FDC Act. That revision was defeated for two 
reasons. In the first place it would have practically scuttled this law, 
because the FDA inspection of an establishment is ordinarily made to 
determine whether it is violating the FDC Act; and in this situation 
the answer to that question is not previously known. In the second 
place that revision would have substituted a search warrant proce- 
dure, which is normally foreign to this Act. For it is inherently an 
emergency police enforcement action, to break into premises which 
contain evidence of a crime; in order to seize that evidence like (for 
example) stolen property or forged money or outlawed gambling de 
vices or illicit narcotic drugs; and perhaps also to arrest the criminals. 
Moreover the fourth amendment, governing such a procedure, is his 
torically intended to preserve the people’s fundamental right to be 
secure in their persons, houses, papers and effects against wrongful 
seizures and searches by a despotic government; and that is why the 
courts strictly construe it. 


“The second major question presented by the basic law in amended 
section 704 of the FDC Act is this: What is the legal scope of the FDA 
establishment inspection authority under it? That is a question of 


construction, which must be answered on the basis of how this law 
detines such authority and what Congress declared it means. And the 
latter circumstance must be determined pursuant to two controlling 
facts. They are: (a) the House wrote this law, through the Com 
merce Committee whose chairman and other members interpreted it 
in the floor debate; and (>) the Senate approved this law as it was 
developed by the House, without any change whatsoever. 


“Therefore if these standards of construction are used we find the 
situation here to be as follows. This basic law (as earlier indicated) 
precisely defines the scope of its FDA inspection authority thus: it is 
authority to inspect the establishment itself and all pertinent ‘equip 
ment, finished and unfinished materials, containers and labeling therein, 
at reasonable times and within reasonable limits and in a reasonable 
manner; and | note that such authority to inspect the establishment 
itself is likewise subject to an implied ‘pertinent’ qualification. Then 





PAGE 796 FOOD DRUG COSMETIC LAW JOURNAL—DECEMBER, 1953 


the House committee report explicitly states that this authority 1s 
intended to have the aforesaid limited scope; and that the ‘reasonable 
limit and manner’ requirement was added to confine it to the restricted 
area thus prescribed. Hence this requirement.may not be construed 
to extend that area; and mere FDA curiosity in an inspection does not 
make it a reasonable one. But the House floor debate shows that the 
whole ‘reasonable time and limit and manner’ requirement was also 


broadly intended to assure a due administrative exercise of this FDA 


inspection authority, within its foregoing restricted area ; and the ques- 
tion of administrative compliance with it in that area must be answered 
from the standpoint of its practical application, in each instance. More- 
over in such debate the chairman and other members of the House 
committee explicitly reiterated, again and again, that this inspection 
authority is limited to the above restricted area; that it is to be strictly 
construed accordingly ; and that consequently it does not empower an 
enforcement fishing expedition by the FDA, which proceeds farther. 
In short: the House here applied the legal maxim ‘eapressio unius est 
exclusio alterius’ to such authority. I should go on to say that the FDA 
cannot broaden such authority, by administrative regulations under 
section 701 (a) of its Act. 


“Furthermore in the House floor debate on this FDA establish- 
ment inspection authority the aforesaid representatives of the House 
Committee (speaking for it) specifically declared that it does not reach 
such additional matters as manufacturing formulae and patents, qual- 
ifications of scientific and technical and other employes, and product 
injury complaints; or formulae cards; or files relating to the aforesaid 
complaints and employe personnel; or company profit and loss state- 
ments, records and books. In addition the Senate plainly indicated in 
its floor debate on this authority that while it reaches unfinished ma- 
terials, it does not also reach the processes of their manufacturing use. 
| should note here that such specific limitation of this FDA inspection 
authority was added, because the FDA broadly exercised it under 
original section 704; and the FDA claimed that its authority there- 
under legally reached these additional matters, through its certiorari 
petition in the Cardiff case. Moreover the representatives of the House 
committee then also declared that the FDA inspection authority like- 
wise does not reach the prescription files of retail druggists, to enforce 
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the Durham-Humphrey law of the FDC Act; and Representative 
Durham joined in that declaration. It is one which has the significance 
that the enforcement cases under this law constitute about four-fifths 
of all enforcement proceedings under the FDC Act, involving drugs 


“T should now add that the Senate made an attempt to nullify the 
above House limitation of the FDA inspection authority, under the 
amended law of section 704. This attempt was made in the report on 
that law, by the Labor and Public Welfare Committee ; which recom 
mended its enactment in the exact form evolved by the House. For the 
report said that such law is intended to provide the FDA with sufficient 
inspection authority to protect the public and that it does reach mat 
ters proscribed in the House debate, including the qualifications of 
safety control employes and product injury complaints. Senator 
Purtell filed this report, for the committee ; and he directed the Senate 
floor debate on it. But the attempt completely failed. For in the first 
place Senator Purtell explicitly admitted in the floor debate that this 
report should be disregarded, to the extent it is inconsistent with the 
law developed by the House. And in the second place this report was 
legally discredited, when such debate revealed the incredible fact that 
it was written without the committee's knowledge or review. | should 
further add here that this report went on to recommend an amendment 
of the Durham-Humphrey law, which gave the FDA a circumscribed 


authority to inspect prescription files in retail drugstores. But the 


House rejected that amendment, because it does not legislatively deal 
with section 704 in issue; and the Senate then receded from it, to save 
the amended law of this section. 


“We now have before us the limited scope of the FDA inspection 
authority under amended section 704, defined in its basic law and 
declared in the House report and Congressional floor debate on it. 
ut the specific limitation of this authority in that floor debate remains 
subject to at least one important legal question and three important 
legal qualifications. The question is whether the court will approve 
such limitation; and this question is open until it is judicially decided. 
In the meanwhile we can say: where the construction of a federal 
statute is disputed in a case under it, the court may examine its entire 
legislative record ; in doing so the court may review the Congressional 
debate on it, to ascertain the background facts including its purpose 
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and need (etc.); and the court may or may not rely on that debate, 
to determine the meaning of its controversial terms. But the court will 
ordinarily give authoritative significance to their interpretation in the 
floor debate by the chairman and associated members of the commit- 
tee which wrote the statute; especially where it is declared that they 
speak for the committee. Hence the legal presumption here is that the 
interpretation of this FDA inspection authority particularly in the 
House floor debate on it, made by the chairman and other members of 
the Commerce Committee which wrote the amended law of section 704, 
will be approved by the court. My own view is that this presumption 
will prevail, for the above convincing reason and the additional basic 
one that it is the function of Congress to define the jurisdiction 
of this law. But let us assume that nevertheless in a criminal case 
under the FDC Act the court decides that the FDA inspection author- 
ity under amended section 704 does legally reach a matter proscribed 
in the House debate and that the defendant is convicted for refusing 
to disclose it, then in my opinion he can successfully contend that as a 
criminal law the Act is unconstitutional in this situation on the ground 
that it has the fatal defect of vagueness. For he has been convicted 
there because he refused to disclose what Congress explicitly declared 
he has the legal right to withhold ; and consequently amended section 
704 did not give him fair notice and warning that such a refusal is a 
crime under the FDC Act. This is a clearer example of its unconstitu- 
tional vagueness than our Supreme Court found in original section 
704, through the Cardiff case. 


“Turning now to the three legal qualifications of the specific 
limitation placed on the scope of this FDA inspection authority tn 
the House floor debate (particularly) on amended section 704: The 
first qualification is that the FDA is not governed by this limitation, 
where it uses other sections of the FDC Act to enforce it. For ex 
ample: section 702 (a), which authorizes the FDA to investigate 
violations of this Act through state and municipal officials who may 
have a broader establishment inspection aythority; section 702 (b), 
which impliedly gives the FDA a broad authority to collect enforce- 
ment samples; section 702 (c), which gives the FDA enforcement 
access to the pertinent records of other executive agencies in the 
federal government; and section 703 which gives the FDA enforce- 
ment access to the pertinent shipping records of carriers. The second 
qualification is that while the FDA has a limited establishment inspec- 
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tion authority under amended section 704, the FDC Act otherwise 
gives it a broad administrative control over the production of all 
new drugs and an additional administrative control over the pro 
duction of insulin and numerous antibiotic drugs. Moreover the 
FDA is also given a broad administrative control over the importa 
tion of all products subject to the FDC Act; a specific administrative 
control over the processing of sea food; and an emergency adminis 
trative control over the production of food contaminated with micro 
organisms. In addition the FDA may lawfully enforce its Act, on the 
basis of consumer and industry and trade and professional and other 
violation reports voluntarily submitted to it; and on any further 
legitimate basis outside amended section 704, which may be over 
looked here. The third qualification is that while the FDA estab 
lishment inspection authority is a limited one under amended section 
704, it is drawn in some general jurisdictional terms »which may be 
given a broad administrative and judicial construction to effectuate 
the FDA <Act’s purpose of safeguarding the public health. For 
example: the general terms ‘inspect’ and ‘establishment’ and ‘equip 
ment’. Congress did not detine the first and second terms at all; and 
it only partially defined the third term, in its floor debate. Hence 
these questions (for example) remain open: Does the FDA authority 
to inspect an establishment include the right to take photographs ¢ 
Does amended section 704 restrict the broad FDA authority to col 
lect enforcement samples, which section 702 (b) appears to grant 
and the former section appears to recognize? What is the extent 
of the FDA authority to inspect an establishment? We now know 
that this authority reaches the area of sanitation; but we do not vet 
know how far it transcends that area. Again: Has the FDA authority 
to inspect the pertinent operating equipment of a manufacturing, 
wholesaling or retailing establishment, beyond the specific limitations 


proscribed in the House floor debate and, if so, to what extent’ Fou 
broad as these limitations are, the general term “equipment” may 


perhaps have a much wider application. 


“We have finally to consider what is the FDA position with 
respect to the limitation of its inspection authority, under amended 
section 704 and specifically made in the House floor debate (par 
ticularly). Naturally it does not approve this limitation; and it pro 
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fessedly desires all the inspection authority deemed necessary to 
enforce the FDC Act, for safeguarding the public health. But the 
question here is what it can do about such limitation. On the one 
hand the FDA cannot secure its repeal, by the present Congress; and 
it would not be executively permitted to attempt that. However it 
doubtless hopes for a favorable opportunity to remove this limitation, 
in a future Congress and under another federal administration. Like- 
wise the FDA cannot expect a prescription-file inspection amend- 
ment of the Durham-Humphrey law in the FDC Act, so long as the 
retail druggists oppose it; unless its absence dramatically creates a 
serious danger to public health, which forces Congress to enact 
remedial legislation as it did in the case of the new drug law of this 
Act. But the FDA need have no fear that this law will be repealed 
as some have suggested, because it has a basic public value and the 
retail druggists support it. Furthermore and from a policy stand 
point the FDA should not undertake a judicial repeal of the specific 
limitation on its inspection authority, deliberately imposed in the 
Congressional floor debate. For whatever the FDA thinks about this 
limitation, it should respect the will of Congress; which is constitu 
tionally our federal law-making body. Hence it is for Congress and 
not the FDA to expand amended section 704; and | would take this 


position, even if I approved an expansion of it. This because it is 


fundamentally wrong for an administrative agency to seek a judicial 


reversal of what Congress has explicitly declared a law to be. In 
addition such an effort in the situation before us, through a criminal 
proceeding, would probably result in invalidating the FDC Act there. 


“On the other hand the FDA has announced that it will take 
two-fold action especially, to surmount this limitation of its establish 
ment inspection authority. In the first place the Commissioner of 
Food and Drugs said in his recent NARD address that the FDA will 
enforce the Durham-Humphrey law by a search warrant procedure, 
if a druggist refuses to reveal information in his prescription file which 
is evidence required for his serious criminal prosecution under this 
law. But a search warrant procedure for an enforcement of the FDC 
Act invites several comments. They are: (a) This procedure cannot 
be used incidental to a civil enforcement proceeding under the Act; 
(b) it cannot be used incidental to a criminal enforcement proceeding 
under the Act, if it is only an exploratory search in the hope of finding 
criminal evidence; and (c) it can only be used to seize evidence of a 
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erime under the Act, pursuant to the strict rules of criminal procedure 
governing it. They provide (inter alia) that a search warrant may be 
issued by a local United States judge or commissioner for the seizure 
of property, on the basis of a responsible affidavit showing probable 
cause that the property has been used or is intended for use to commit 
a criminal offense. Now if the FDA plans also to enforce the FIM 
\ct by a search warrant procedure in order thus to overcome the 
limitation of its inspection authority under the amended law of see 
tion 704, then it is confronted with the following situation. In enact 
Ing this law the House defeated a proposal to enforce it through a 
search warrant procedure, by an overwhelming vote; and it then 
decided (as its report and debate clearty show) that such procedure 
is normally foreign to the intended administration of this law. In 
addition the Hlouse explicitly stated in its report that it did not intend 
this law to authorize the FDA to force an inspection entry into an 
establishment. But let us assume that despite what has just been 
said the FDA does have (as I believe it has) a supplemental legal 
right to use a search warrant procedure to secure evidence of a 
criminal FDC Act violation, which amended section 704 proscribes 
Then manifestly the administrative use of this procedure should be 


exceptionally confined to a serious violation of the FDC Act, which 
gravely imperils the public health and cannot otherwise be prevented 
1 can think of no course that would more discredit the FDA’s adminis 
tration of this Act than its indiscriminate use of an emergency police 


search warrant procedure regularly to enforce it in a normal situation, 
against legitimate manufacturers and dealers; and such a course would 
undoubtedly provoke immediate remedial legislation by Congress 


“In the second place the Commissioner of Food and Drugs 
ofhcially stated on August 27 last that in an establishment inspection 
to enforce its Act the FDA will request a voluntary disclosure of 
needed enforcement information, where its compulsory revelation is 
proscribed by the Congressional floor debate on amended section 704 
This statement demands careful review and reads as follows, in its 
essential part: 

“*Modern production and distribution are carried on to a large 
extent through the medium of written instructions and records. The 
legislative history (of amended section 704) indicates Congress did 
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not intend to include prescription files, formula files, complaint files, 
and personnel files, within the scope of required inspections. FDA 
interprets this to mean that inspection of these records will be on a 
voluntary basis. 


Accordingly, inspectors have been instructed to ask permission 
to see such records or files whenever there is any need or reason to 
examine them or to obtain information contained in them. 


“*The inspector may state reasons for asking to examine a par 
ticular record or file but will not otherwise press the owner, operator 


or agent for permission to see it. 


“*The Food and Drug Administration will not attempt to pre 
determine what action may be appropriate in future situations which 
seem to necessitate inspection of records, but will endeavor to resolve 
these problems as they arise, keeping in mind the health, safety and 
interest of consumers and the congressional intent in the statute as a 
Whole to protect public health. 


“The foregoing statement is subject to the following (among 
other) significant comments: (a) It curtails the inspection informa 
tion proscribed in the Congressional debate. (b) In enacting the 
amended law of section 704 Congress did not expressly authorize the 
FDA to secure this proscribed information, on a voluntary basis. On 
the contrary it plainly indicated, in its House report and debate, that 
the FDA inspection authority under this law does not reach such 
information. But the FDA may argue, until it is judicially decided 
otherwise, that Congress has not outlawed its traditional practice to ask 
for establishment inspection information on a voluntary basis. (¢) A 
voluntary FDA inspection of an establishment has essentially the same 
administrative purpose as a compulsory one, to enforce the FDC Act. 
(d) Information given by a manufacturer or dealer in such a voluntary 


inspection may be used as evidence against him in a criminal pro 


ceeding under this Act. And he cannot legally avoid this result by a 


written disclaimer that it is voluntarily given without prejudice. In 
short: where a manufacturer or dealer voluntarily gives the FD\ 
information in an establishment inspection to enforce the FDC Act. 
he legally surrenders any immunity from its use as evidence against 
him in an enforcement proceeding thereunder. (¢) A voluntary estab- 
lishment inspection by the FDA in the area of the proscribed informa- 
tion involves only legitimate manufacturers and dealers, who are 
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willing to cooperate with it; and such inspection does not reach 
illegitimate manufacturers and dealers, who deliberately violate the 
FDC Act and use the Congressional limitation of amended section 704 
to prevent its enforcement against them. Hence this voluntary in 
spection will thus fail, in its major enforcement purpose. (f) An FDA 
request for a voluntary establishment inspection, made to legitimate 
manufacturers and dealers, may place them in a difficult position to 
refuse it; and in that event it is practically converted into a compulsory 
inspection under the FDC Act. For in this situation they may not 
wish to offend the FDA; or they may fear its retaliatory action; or 
they may sincerely desire to cooperate with it. (g) In the last para 
graph of the above official statement the FDA plainly serves notice 
that if a manufacturer or dealer voluntarily refuses to give proscribed 
information needed to entorce the FDC Act, it will use other available 
means to secure it; and they importantly include a drastic search 


warrant procedure. 


“In conclusion: | recently issued a questionnaire to ALMA 
manufacturers, to ascertain their actual experience under the amended 
law of section 704. It discloses these facts: first, the FDA establishment 
inspection under such law ts essentially the same as that made under 
the original law of this section, but one manufacturer reports it was 
severer ; second, this investigation involved enforcement fishing expe 
ditions, to a more or less extent; third, the FDA inspectors have fre 


quently made a request for information proscribed in the Congressional 
debate on the amended law; fourth, this request has been voluntarily 
granted, as a rule; and fifth, where this request was exceptionally 
refused, it was not pressed and there has been no adverse FIDA 


reaction to date. But one manufacturer complained that where he 
refused a request the FDA inspector argued that other manufacturers 
were voluntarily giving proscribed information; and that the latter 
should not thus unfairly play one manufacturer against another, to 
secure it. 

“Through this questionnaire and otherwise | have also surveyed 
the opinion of numerous food and drug manufacturers on the question 
whether they should voluntarily comply with the request of FDA 


inspectors, for such proscribed information ; as a matter of policy. The 
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survey revealed that these manufacturers are broadly divided into two 
separate groups. The manufacturers in the first group take this posi- 
tion, in effect: we see no objection to voluntarily providing the FDA 
with information, requested by it for a declared good reason; if and 
to the extent this does not prejudice or endanger or otherwise injure 
us. But we oppose any enforcement fishing expedition by the FDA, 
to find a basis for enforcing the FDC Act against us. Our general 
view is that it is the right and a sound company policy for us to cooperate 
constructively with the FDA, to the extent we can practically and 
safely do so; because it basically regulates our business to safeguard 
the public health. Therefore we cannot see any gain from unduly 
refusing an FDA inspection request, for a technical legal reason. 
After all the scope of the FDA inspection authority enacted by amended 
section 704 is precisely that in the original law of this section, under 
which we satisfactorily lived for fifteen years; although it has now 
been limited by Congress. We had a beneficial relation with the FDA 
under the old law and we should continue it under the new law, to 
the aforesaid extent. Of course you will understand that we are not 
going to be fools under such law, by voluntarily giving the FDA 
information it should not have or we suffer by disclosing; and that 
we will not voluntarily permit the FDA to put an enforcement noose 
around our neck, where we can prevent it. But there is a large area 
for a constructive cooperation with the FDA otherwise; and we feel 
obligated to provide it, by the very nature of our business and its 
identity with the remedial purpose of the FDC Act. 


“The manufacturers in the other group take this opposite position, 
in effect: ours is a government of laws and not of men. Consequently 
the FDA has no right to request establishment inspection information, 
which Congress specifically declared that the amended law of section 
704 does not reach: and therefore such a request amounts to an ad 
ministrative disregard of Congress. If the FDA ought to have the 
proscribed information to enforce the FDC Act for safeguarding the 
public health, then it should ask Congress to revise this amended law 
accordingly; and the fact js that when such law was being enacted 
the FDA did ask Congress to authorize its securing this very informa 
tion under it, but the legislative answer was a positive no. The 
proscribed information includes highly confidential and essential pro 
duction knowledge of legitimate manufacturers, which they should 
disclose to no one and the FDA can get along without; and while the 
search warrant procedure is objectionable as a normal means to enforce 
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the FDC Act, it can be exceptionally used to secure the necessary 
evidence of serious violations of this Act otherwise unavailable. More 
over if legitimate manufacturers generally give the proscribed informa 
tion on a voluntary basis, the FDA can then inform Congress that its 
revelation is industrially approved and thus secure a revision of 
amended section 704 to require its disclosure. Again if some manu 
facturers refuse to give the proscribed information which others 
volunteer, then the former are bound to be prejudiced in the FDA 
eyes; and if a manufacturer repeatedly volunteers such information 


and then later refuses it for a perfectly legitimate reason, he may 
find himself in the prejudiced enforcement position of apparently 
hiding a violation of the FDC Act. We must never forget that the 
FDA is an agency to enforce the FDC Act, basically by a criminal 
proceeding ; that it requests a volunteer of the proscribed information, 


to enforce this \ct; and that the information thus volunteered may be 
used as evidence in a criminal proceeding against the party who gave 
it. Hence manufacturers must be realistic about the enforcement situa 
tion created by an FDA request to volunteer the proscribed informa 
tion and they should act to protect themselves accordingly. In the 
meanwhile the FDA has ample power to enforce the FDC Act, as 
previously indicated and also because (for example) it has a compre 
hensive control over the production of all new drugs. Moreover 
legitimate drug manufacturers will constructively cooperate with the 
FDA outside this enforcement area, as they have scientifically done 
through the APMA-ADMA Contact Committee for many years. 


“T end this discussion by leaving these opposing positions for 


selective evaluation.” [The End] 


¢ ICE MILK PRODUCT—WASHINGTON STATE °¢ 


Although the use of a misleading name on the label of a product 
conforming to the standards of quality for ice milk would constitute 
misbranding under the Washington Food, Drug, and Cosmetic Act 
if the statement “an ice milk product” appeared in smaller letters, the 
use of such explanatovy words lettered as prominently as the trade 
name would avoid deception of the public as to the nature of the product 
“The problem is a pure question of fact. Would the carton tend to 
mislead the public into believing that the product is ice cream as defined 
by statute ?”—Opinion of the Attorney General of Washington addressed 
to the Director of Agriculture, care of the Division of Dairy and Live 
stock (AGO 53-55, No. 175, November 25, 1953), reported in CCH 
Fooo Druc Cosmetic Law Reports (December 15, 1953), 985,143 
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